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B. FEHigibility, Election, and Enroll nent

1. Eligibility to Elect an M+C Pl an (8422.50)

Section 1851(a) of the Act sets forth the criteria for an
individual to be eligible to elect an MC plan. Consistent with
the statute, 8422.50 specifies that an individual is eligible to
el ect an M+tC plan if he or she:

* Is entitled to Medicare under Part A and enrolled in
Part B (except that an individual entitled only to Part B and who
was enrolled in an HMO or Conpetitive Medical Plan (CWP) with a
risk contract under part 417 on Decenber 31, 1998 mamy continue to
be enrolled in the MtC organi zati on as an M+C plan enrol | ee);

e Has not been nedically determined to have end-stage rena
di sease, except that an individual who devel ops end-stage rena
di sease while enrolled in an M+tC plan or other health plan
of fered by an M+C organi zation nmay continue to be enrolled in the
M+C plan, or if enrolled in another health plan, may enroll in an
M+-C pl an offered by the organization, if the individual is
otherwise eligible to enroll in the MC pl an;

* Resides in the service area of the plan, except that an
i ndi vidual who resides in a continuation area of an MtC pl an
while enrolled in a health plan offered by the M+C organi zati on
may continue to be enrolled with the M+C organi zati on as an MtC
pl an enrol |l ee under the terns that apply to enrollees in the

conti nuati on area;
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e Conpletes and signs an election formand gives
i nformati on required for enroll nent; and

e Agrees to abide by the rules of the M+C organi zati on
after they are disclosed to himor her in connection with the
el ecti on process.

We specified in the interimfinal rule that an MtC-eligible
i ndi vidual nay not be enrolled in nore than one M+tC pl an at any
given tine. Coments on the MtC eligibility rules are discussed
bel ow.

Comment: Several commenters objected to the om ssion from
the regul ations of any provision permtting individuals to renmain
enrolled with an organi zati on upon becom ng Medicare eligible if
they were enrolled with the organization as a comrerci a
enrollee, but live outside the Medicare service area. In
particul ar, comrenters recomrended that beneficiaries residing
out si de of an M-C plan's service area be allowed to remain
enrolled with the M-C organi zation offering the MtC plan as an
M+-C pl an enrol | ee upon becoming eligible for Medicare, even if
they live outside the MHC service area. Commenters noted that
the previous regulations in Part 417 that applied to section 1876
risk contracts all owed an individual enrolled with an
organi zation as a commercial enrollee to remain enrolled with the
organi zation as a Medicare enroll ee upon beconmng eligible for

Medi care even if the individual did not live in the Medicare
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service area. Several commenters asserted that the continuation
area option provided for in the BBA (discussed in further detai
bel ow) was not an adequate replacenent for the previous option;
they believe that prohibiting out-of-area nmenbers from
voluntarily remaining enrolled in MtC plans unduly restricts the
options avail able to beneficiaries and causes unnecessary

di sruptions in care. One commenter noted that section
1851(b) (1) (A) of the Act gives us the discretion to make an
exception to the requirenment that the individual reside in the
M+-C pl an' s geographi c area.

Response: The |ast comrenter is correct that section

1851(b) (1) (A) states that, "Except as the Secretary nmay otherw se
provi de (enphasis added), an individual is eligible to elect an
M+-C pl an offered by the M+C organi zation only if the plan serves
t he geographic area in which the individual resides.” In
accordance with the statute, existing 8422.250(a) generally
limts eligibility to elect an MC plan to individuals living in
the plan's service area. The only discretion exercised by the
Secretary in the MtC regul ations was to permt individuals the
option of continuing enrollnent in the plan if they nove out of
the service area and into a plan's "continuation area" (which can
be established pursuant to section 1851(b)(1)(B) of the statute
and 8422.254 of the M+C regul ations, as discussed in det ai

bel ow. )
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Based on the comments we received on the interimfinal rule,
however, as well as the reluctance of M-C organi zations to
establish formal continuation areas, we have becone convi nced
that the regul ati ons should be anended to provide for additiona
choi ces for beneficiaries. Thus, we are anending 8422.50 (with
conform ng changes to 88422.66(d) (1) and 422.74(b)(2) and (b)(4))
to permit M+C organi zations to offer a "seanl ess conversion”
option to individuals who, upon beconing entitled to Medicare,
live outside of an M+tC plan's service area but are already
enrolled in a conmercial health plan offered by the sane
organi zation. |If an MtC organi zati on chooses to offer this
option, it must offer the option to all individuals who were
enrolled in a conmercial health plan offered by the organization
at the tinme they becone Medicare-eligible. W do not believe it
is appropriate to limt the availability of this option only to
beneficiaries who had previously been enrolled in enployer group
health care plans, but instead are providing that both individua
and enpl oyer group nenbers of comrercial health plans may el ect
to remain enrolled with their organi zati on under an M-C pl an
under an expanded "seanl ess conversion” option. Simlarly, we
note that this expanded eligibility requirenment is not limted to
situations in which an enroll ee becones eligible for Medicare by
virtue of age (referred to in the past as “age in” enrollees),

but will apply to all newy eligible Medicare beneficiaries,
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i ncludi ng the ESRD and di sabl ed popul ation. (As noted above, we
previously determned, in the interimfinal rule, that people
with ESRD who are enrolled with an organi zati on before becom ng
Medi care eligible may remain enrolled with the organi zati on as an
M-C plan enrollee.) W note that organizations that wish to
offer this option nust neet the MtC access standards under
8422.112, and nust furnish the same benefits to these enrollees
as to enrollees who reside in the plan service area. Such
enrol | ees shoul d be nade aware by the M+C organi zati on of the
extent to which they will need to travel into the plan service
area to obtain service.

Comment: One conmenter pointed out that State-authorized
managed |l ong termcare plans may identify a chronically ill
target population to be served, while the MtC regul ati ons at
8422.50 do not allow an MtC plan to discrimnate within an
approved service area anong those who are eligible to enroll in
M+-C pl ans. The regul ations al so do not provide for plans to
enrol | special populations. The commenter asked whet her these
provi sions are waivable to permt plans authorized as managed
| ong-term care plans under State law to participate in the MC
progr am

Response: There is no authority in the statute to "waive"
the requirenent that M+C organi zati ons accept all MC-eligible

i ndividuals in the service area who wish to enroll. However, we
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have approved denonstration projects under independent
denonstration authority that involve managed care entities that
restrict Medicare enrollnent to | ong-term care popul ati ons.
Long-term care plans nmay be able to participate in Medicare under
such a denonstrati on.

Comment: One conmenter asked for clarification regarding
whet her individuals who are enrolled only in Medicare Part B or
who have ESRD, and were grandfathered into MtC pl ans as of
January 1, 1999, can nove fromplan to plan in the same M+C
organi zation or to another organization. The commenter supported
all owi ng the individual to nove between plans and organi zati ons.
Anot her comment er suggested that we allow an individual enrolled
only in Medicare Part B who retained his or her enrollnent in an
M-C pl an as of January 1, 1999, to enroll in another MC
organi zation for a period of time after disenrolling froman MC
plan. In addition, the commenter suggested that individuals
enrolled only in Medicare Part B should be able to enroll in an
M-C plan at any tinme until 2002.

Response: W agree that grandfathered Part B-only
i ndi vi dual s and individuals with ESRD shoul d be allowed to nove
bet ween pl ans within an M+C organi zati on, and have specified that
this is permssible in OPL 99.084, issued on February 26, 1999.
Wth respect to beneficiaries with ESRD, this policy is based on

section 1851(a)(3)(B) of the Act, which we interpret as
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permtting an existing enroll ee who devel ops ESRD whil e enroll ed
with an organi zation to remain enrolled with that organi zati on.
This is an exception to the general rule that an individua
nmedically determned to have ESRD is not eligible to enroll in an
M+C pl an. However, we do not have statutory authority to permt
a beneficiary with ESRD to enroll in a plan offered by a

di fferent MHC organization. Simlarly, under section 1851(a)(3)
of the Act, Part B-only enrollees generally are ineligible to
enroll in an MtC plan. Section 1876(k)(2) of the Act, however,
permtted a Part B-only beneficiary enrolled with an organi zation
under a section 1876 risk contract on Decenmber 31, 1998, to
continue enrollment in that organization if the organization has
entered into an M-C contract effective January 1, 1999. Again,
we have no statutory authority to expand upon this exception by
permtting that individual to enroll with a different MtC

organi zation fromthe one in which he or she was enrolled on
Decenber 31, 1998, under a section 1876 risk contract.

Comment: One commenter stated that individuals enrolled
only in Medicare Part B who disenroll from MtC shoul d be
permtted to i mediately enroll in Medicare Part A, and the
surcharge for late enroll nent should be elim nated.

Response: Provisions affording such beneficiaries these
protecti ons have been in place for sone tine. The Omi bus

Reconciliation Act of 1990 established the Transfer Enroll nent
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Period (TEP) during which individuals who have Part B only and
whose coverage in a Medicare managed care plan is term nated for
any reason may inmediately enroll in PremumPart A This
provision is found at section 1818(c)(7) of the Social Security
Act, and 8406.21(f) of our regul ations, which also provide for
relief fromthe prem um surcharge for late enrollnment. Under the
TEP provisions, individuals may enroll in Premium Part A during
any nmonth in which they are still enrolled in the managed care
plan or during the 8-nonth period follow ng the | ast nonth of
coverage under the plan. Under certain circunstances enrol | nent
may occur up to 3 nonths in advance. |[If the individual enrolls
in PremumPart A while still enrolled in the nanaged care plan
or during the first full nonth when not so enrolled, Part A
coverage is effective with the nonth of enrollnment or, at the

i ndividual's option, the first day of any of the follow ng 3
nonths. |If enrollnment occurs during the 7 remaining nonths of
the TEP, Part A coverage is effective the nonth after the nonth
of enroll nent.

Comment: One conmenter suggested that the regul ati on be
revised to permt individuals with ESRD who have been enrolled in
a commercial plan or a Medicare Cost HMO offered by the MtC
organi zation to enroll in an MtC plan of that organization.

Response: Existing 8422.50(a)(2) provides this protection,

stating that an individual who devel ops ESRD while enrolled in an
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M-C plan, or in a health plan offered by the MtC organi zati on
offering an MFC plan in the area in which the individual resides,
may continue to be enrolled in an MtC organi zati on as an M+C pl an
enrollee. Also, consistent with section 1851(a)(3)(B) of the
Act, we have specified in OPL99.084 that individuals with ESRD
may nove anong plans within an M+C organi zation. (W note that
under this final rule, the individual may remain enrolled even if
he or she does not live in the service area if new
8422.50(a)(3)(ii) applies.) For purposes of 8422.50(a)(2), "a
health plan offered by the M+C organi zati on" includes any
commercial health plan and any cost contract held by that

organi zation. In the case of an individual who devel ops ESRD
while enrolled in a comrercial plan offered by a cost contractor,
the section 1876 rules simlarly allow such an individual to
remain enrolled with that organi zati on under its cost contract
after becom ng eligible for Medicare.

Comment: One conmenter believes that we are interpreting
the phrase "entitled to benefits under Part A and enrolled in
Part B" incorrectly.

Response: Qur interpretation of this phrase is explained in
detail in the interimfinal rule (63 FR 34979), and we woul d
refer the commenter to that detailed explanation. To briefly
reiterate our reasoning, we believe that the Congress intended

that a newy eligible individual be given the opportunity to be
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enrolled in an MtC plan only after he or she is actually entitled
to receive benefits under Part A and Part B. This viewis
supported by | anguage in section 1851(e)(1) of the Act, which
refers to "the time an individual first becones entitled to
benefits under Part A and enrolled under Part B," and provides
for the Secretary to specify an initial coverage el ection period
under whi ch such an individual nay el ect coverage under an M+C
plan "effective as of the first date on which the individual may
receive such [Part A and Part B] coverage" (enphasis added).
Wil e an individual technically nmay have "enrolled” in Part B
once an application has been conpl eted, such an individual's
right actually to "receive" coverage of services under Part B nay
not occur for a period of nmonths. (See 63 FR 34979.) Since MC
organi zations are paid in part fromPart B trust funds, we do not
believe it would be appropriate for an individual to be enrolled
in an M+C plan before he or she is entitled to "receive" Part B
trust fund paynments. W therefore have interpreted "enrolled in
Part B" to nean entitled to receive Part B coverage. Consistent
with section 1856(b)(2) of the Act (which provides for use of
section 1876 standards to carry out anal ogous MtC provi si ons),
this interpretation follows our |ongstanding interpretation of

i dentical |anguage in section 1876(d) of the Act.

2. Continuation of Enrollnment (8422.54)
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Section 1851(b)(1)(B) of the Act permts MtC organizations
to offer enrollees the option of continued enrollnment in an MC
pl an when enrollees | eave the plan's service area to reside
el sewhere (that is, in the "continuation"” area) on a pernmnent
basis. MtC organi zations that choose to offer a continuation of
enrol | ment option nust explain the option in marketing material s,
and nmake it available to all enrollees in the service area of the
plan. Enrollees may choose to exercise the option of continued
enrol | mrent when they nove out of the plan's service area, or they
may choose to disenroll

An M+C organi zati on nust obtain our approval of the
conti nuation area and rel ated marketing nmaterials, and neet the
access requirenents under section 1851(b)(1)(B) of the Act,
before it may offer a continuation of enrollnent option to
Medi care beneficiaries.

The paynment rate for the M+C organi zation is based on the
rate and adjustnment factors that correspond to the beneficiary's
per manent residence. Under section 1851(b)(1)(B) of the Act, the
M+-C organi zati on nust, at a mninmum provide or arrange for the
provi si on of Medi care-covered benefits under section
1852(a)(1)(A) of the Act in the continuation area. This does not
i ncl ude any additional benefits the organization is required to
provi de to noncontinuation area nenbers under section

1852(a) (1) (B) of the Act.
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Section 1851(b)(1)(B) of the Act requires that "reasonabl e
access" be provided in the continuation area, and that enroll ees
be subject to "reasonable cost sharing.” In the interimfina
rule, we required that MtC organi zations satisfy the access
requirenents in 8422.112, and provide services either through
witten agreenents with providers or by making paynents that
satisfy the requirenents in 8422.100(b)(2).

We are defining "reasonabl e cost sharing” in the
continuation area as limted to the cost-sharing anmounts required
in the MC plan's service area (in which the enrollee no | onger
resi des).

The interimfinal rule also provides that appeals and
gri evances of enrollees in the continuation area nust be handl ed
in the sane tinely fashion as for other enrollees. The ultimte
responsibility for the handling of appeals and grievances is with
the organization that is receiving paynent from us.

We received 11 conments requesting further guidance
regardi ng the continuation of enrollnent option. GCenerally,
commenters endorsed the continuation of enroll ment concept and
urged us to define continuation areas broadly in order to enhance
coverage options for enroll ees.

Comment: One conmenter asked whet her the beneficiary may

choose the continuation area option verbally or in witing.
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Response: Qur current policy, as outlined in OPL 99.100
(whi ch was published August 9, 1999), requires that the
beneficiary choose the continuation area in witing, so that
there is docunentation of this choice. W further believe that
in the absence of an affirmative choice to remain enrolled in an
M+-C pl an under the different terns that apply to continuation
enrol |l ees, a nove out of an M+C service area should be treated as
a decision to disenroll fromthe MtC plan. W accordingly have
amended 8422.54(c)(2) to provide that a beneficiary's choice to
continue enrollnment in a continuation area nust be nade in a
manner specified by us, and that in the absence of such a choi ce,
the beneficiary will be considered to have chosen to disenrol
fromthe MtC plan if he or she noves out of its service area.

Comment: Commenters reconmended that the benefits in the
continuation area should reflect the | evel of reinbursenent the
M+-C organi zati on receives, and thus should include any additiona
benefits.

Response: As the comenters point out, the existing
conti nuation of enrollnment regul ations at 8422.54(d) require, at
a mninmm that MC plans provi de Medi care-covered services in
the continuation area. W recognize that this permts MC plans
to offer | ess generous benefits in the continuation area while
still receiving the full Medicare paynent. Section 1851(b)(1)(B)

of the Act provides that individuals exercising the continuation
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of enroll ment option have access to the "full range of basic
benefits" described in section 1852(a)(1)(A) of the Act.
However, section 1852(a)(1)(A) of the Act refers only to those
benefits avail able under Parts A and B, and not to additiona
benefits, which are described in section 1852(a)(1)(B) of the
Act. Thus, although we agree that it would be preferabl e that
M+-C organi zations be required to provide additional benefits to
conti nuation area enroll ees, the statute does not support this
requi renent. Therefore, we are considering a | egislative
proposal that would correct this inequity.

Comment: Several commenters inquired about the process for
applying to us for a continuation area.

Response: W are adding a continuation area chapter to the
M+-C application for new M-C organi zati on applicants. A separate
application formw |l be available for current M+C contractors
who wi sh to apply for a continuation area. Further guidance
regardi ng the application process will be available in a
forthcom ng OPL.

Comment: One conment er asked whet her a nenber nust use only
Medi care-certified facilities in the continuation area.

Response: The pertinent requirenents in 8422.204(a)(3)
apply equally to services furnished in a continuation area.
Under 8422.204(a)(3), benefits nust be provided through, or

paynments nust be nmade to, providers that neet applicable title
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XVIIl requirenents. Further, a hospital, nursing hone, hone
heal t h agency, or other "provider of services" as defined in
section 1861(u) of the Act, nust have a provider agreenent with
us in place. (See section Il.E of this preanble for further
details on this requirenent.) W believe these requirenments help
to assure the quality of care that is provided to beneficiaries.

Comment :  Anot her comment er suggested that we all ow MtC
organi zations a l-year transition period to establish
conti nuation areas and inpl enment any continuation area
requirenents.

Response: W believe the regul ations provi de organi zati ons
with sufficient opportunity to inplenment continuation area
requi renents. M+C organi zations are not required to establish a
continuation area for their enrollees. Thus, an M+C organi zation
may choose not to offer a continuation area until it is ready to
i mpl enent the requirenents outlined in 8§422. 54.

Comment: One conmenter questioned whether State |icensing
regul ati ons may supersede the potential advantages or enroll nent
flexibility of the continuation area.

Response: W believe the commenter is questioning how State
licensing requirenments will affect an MtC organi zation's ability
to establish or offer the continuation of enroll nent option.
Section 422.400(a) states that an M+C organi zati on nust be

| i censed under State |law, or otherw se authorized to operate
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under State law, as a risk-bearing entity eligible to offer

heal th i nsurance or health benefits coverage. Therefore, an MtC
organi zati on may establish a continuation area only in a State in
which it is licensed under State |aw or otherw se authorized to
operate. The individual States have the authority to determ ne
whet her they are going to require licensure or, for exanple,
permt the M+C organi zation to use the licensure of an affiliate
if it wishes to establish an out-of-State continuation area.

Al t hough we are not aware of State |aws that unduly restrict the
establ i shnent of continuation areas, we would refer the reader to
section Il1.1 of this preanble for a detail ed di scussion of
situations in which State |aws are preenpted by MtC | aws and
regul ati ons.

Comment: Sone commenters contended that we interpreted
section 1851(b)(1)(B) of the Act too restrictively. For exanple,
commenters objected to the requirenent in 8422.54 that an M+C
plan's service area nust be geographically distinct fromits
conti nuation area. Commenters al so questioned whet her enroll ees
who nove to continuation areas in counties adjacent to the MC
plan's service area nmay continue to receive services in the MtC
pl an's service area.

Response: A continuation area, as defined at 8422.54(a), is
an additional area outside the service area in which the MtC

organi zati on furnishes or arranges for furnishing services to its
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enrol |l ees. The regul ation does not prohibit continuation areas
adj acent to the M+C plan's service area, as the comenter appears
to believe. Further, we agree that enrollees residing in a

conti nuati on area adjacent to the M-C plan's service area nay
receive services in the MtC plan's service area, as long as the
access and service requirenments of 8422.112 are net.

Comment: One conmenter suggested that we allow enrollees to
obtain services in the continuation area, even if they are not
living in the continuation area permanently.

Response: The continuation area is intended for those
enrol | ees who reside permanently outside of the service area (and
permanent|ly inside the continuation area) and want to remain
enrolled in the plan. W do not have the authority to direct M-C
plans to offer enrollees, tenporarily residing in the
conti nuation area, benefits in excess of the urgent/energent care
required by the statute and those benefits voluntarily offered by
an MHC plan in its traveler/visitor policy.

Comment: One conmenter requested clarification regarding
whet her the continuation of enrollnment option is intended to
repl ace current travel prograns. The comrenter al so inquired
whet her an enrollee would remain enrolled for the first 12 nonths
with coverage only for energency and urgently needed care, and

then convert to a continuation of enroll nment option.
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Response: The continuation of enroll nent option is not
designed to replace current travel progranms. 1In general, the
pur pose of traveler/visitor prograns is to allow enrollees the
opportunity to continue obtaining health care services while
traveling outside the service area of the MtC plan in which they
are enrolled. 1In contrast, the continuation of enrollnment option
is intended to permt enrollees to remain enrolled with an M+C
plan if they nove permanently outside of the plan's service area.
If the enroll ee noves permanently into an area other than a
continuation area, the nenber nust be disenrolled as soon as the
M+-C organi zation is aware of the nove and the enroll ee has been
notified. |If an enrollee noves permanently into a geographic
area designated as a continuation area, and chooses to renmain a
menber of the MtC plan as a continuation of enrollnment nenber,
the enroll ee nust receive, at a mninum Medicare-covered
services. |If an enrollee noves tenporarily into the continuation
area, or any area outside the service area, the MtC pl an nust
provi de coverage for energency and urgently needed care. Wth
respect to the question of whether an enrollee would renain
enrolled for the "first 12 nonths" after a nove, before
converting to a continuation enrollnment option, an individual can
be a continuation enrollee as soon as he or she noves pernmanently
to the continuation area. There is no waiting period.

3. Election Process (8422.60)
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The general rule for acceptance of enrollees is that, except
for the limtations on enrollment in an MtC MSA pl an
(8422.62(d) (1)), and for cases in which a plan has reached its
enrol | mrent capacity, each MtC organi zati on nust accept w t hout
restriction eligible individuals who el ect an M+C pl an duri ng
initial coverage el ection periods, annual election periods, and
special election periods specified in 88422.62(a)(1), (a)(2),
and (b).

Addi tionally, M+C organi zati ons nust accept el ections during
t he open enroll nent periods specified in 88422.62(a)(3), (a)(4),
(a)(5), and new (a)(6) if their MtC plans are open to new
enrol | ees.

W stated in the interimfinal rule that the election form
nmust conply with our instructions regardi ng content and format
and have been approved by us as described in 8422.80. The form
nmust be conpl eted and signed by the M+C eligible individual (or
t he individual who will soon becone entitled to Medicare
benefits) and include authorization for disclosure and exchange
of necessary infornmation between the DHHS and its desi gnees and
the M+C organi zation. Persons who assist beneficiaries in
conpleting forns nust sign the formand indicate their
relationship to the beneficiary.

We further stated that the MtC organi zation nust file and

retain election fornms for the period specified in our
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instructions. An election in an MtC plan is considered to have
been made on the date the election formis received by the MC
organi zation. Al so, the M-C organi zati on nust have an effective
system for receiving, controlling, and processing election forns
that requires that each election formis dated as of the day it
is received and election forns are processed in chronol ogi ca
order, by date of receipt. Additionally, the M-C organization
nmust give the beneficiary pronpt witten notice of acceptance or
denial in a format specified by us. W also provided that a
notice of acceptance, in a format specified by us, infornms the
beneficiary of the date on which enrollnment will be effective
under 8422.68; and if the M+tC plan is enrolled to capacity,
expl ai ns the procedures that will be foll owed when vacancies
occur. Also, a notice of denial explains the reasons for denia
in a format specified by us. Wthin 30 days fromrecei pt of the
el ection form (or fromthe date a vacancy occurs for an
i ndi vi dual who was accepted for future enrollnent), the MtC
organi zation transmts the information necessary for us to add
the beneficiary to our records as an enrollee of the MtC
or gani zati on.

Comment: Several commenters had concerns with allow ng MtC
organi zati on representatives to assist individuals in conpleting
any part of the election forms. One commenter believes that the

common practice should be the beneficiary conpleting and signing
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his or her own form Another commenter believes MC
organi zati ons should be allowed to assist beneficiaries in
conpleting the election forns only in limted circunstances, such
as if the enrollee is disabled and needs assistance, and that
or gani zati ons abusing this process should be subjected to
nmeani ngful penalties. One commenter suggested that when
assistance is provided to a beneficiary in conpleting the
election form a reason for the assistance al so be docunented on
the form especially if an MtC organi zati on agent conpletes the
form In contrast, two conmenters supported a provision that
permts individuals to assist a Medicare beneficiary in
conpl eting an election form

Response: As discussed in the preanble of the interimfina
rule (63 FR 34984), section 1851(h)(4)(B) of the Act indicates
that the "fair marketing standards” may include a prohibition
agai nst an M+C organi zation (or agent of such an organi zation)
conpl eting any portion of any election formused to carry out
el ections on behalf of any individual. However, we have deci ded
at this tinme not to prohibit an M+C organi zati on (or agent of
such an organi zation) from assisting beneficiaries in conpleting
the election form W recognize that we nust provide
accommodations for persons with disabilities and for situations
i n which such a prohibition could represent a potential physica

burden to beneficiaries. W believe requiring the signature of
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the individual who assisted the beneficiary in conpleting the
formand an indication of his or her relationship to the
beneficiary is a fair conprom se.

We agree that the MtC organi zation should be allowed to
assi st beneficiaries in conpleting the election formonly under
limted circunstances. For this reason, representatives shoul d
be assisting the beneficiary in conpleting the election forns
only when assistance is needed, such as for a person who is
di sabled, illiterate, or otherw se inpaired by age or health. In
fact, in sonme circunstances assistance nay be required to conply
with civil rights requirenments, for exanple, to ensure that
individuals with disabilities or limted English proficiency have
an equal opportunity to participate. Any MC organi zation that
unduly influences beneficiaries through this assistance should be
identified by our nonitoring procedures and subject to sanctions
as specified in 8422. 750.

We believe requiring the signature and identifying their
relationship to the individual who is enrolling in the MC pl an
is a sufficient beneficiary protection. It provides adequate
information to nonitor a beneficiary's understanding that the
formis for enrollnment. The reason why an individual needs
assi stance should not be included on the enroll nment form because
it could underm ne a Medicare beneficiary's right to privacy by

di scl osing health related informati on without his or her consent.
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Comment: One commenter asked how enrol | rent and
di senrol | ment requirenents under Medi care conpare to Medicaid
rul es, which the cormmenter erroneously believes allow the
enrollee to enroll and disenroll at any tine.
Response: Dually eligible individuals, that is, those
i ndi vidual s who are entitled to Medicare as well as Medicaid,
have the sane freedom of choice under Medicare as those who are
entitled to Medicare only. MtC el ection provisions under
section 1851(e) of the Act and 8422.62 of our regulations apply
to all MtC-eligible individuals, and prior to 2002, permt
Medi care enrollees to disenroll at any tinme. Under Medicaid
rules, in contrast, nanaged care organi zations (MCGs) are
permtted to preclude Medicaid enrollees fromdisenrolling
wi t hout cause for up to a year. MCOs are required only to permt
di senrol Il ment wi thout cause in the first 90 days of enroll nent,
and annually thereafter. See section 1932(a)(4) of the Act.
Comment: One conmenter requested clarification on when MtC
organi zations are required to be open for enrollnment. 1In
particul ar, the conmenter expressed confusion over the neani ng of
the term"open enrol |l nent period."
Response: W recogni ze the potential for confusion
associated with the use of the term"open enrollnment period.” In
accordance with section 1851(e)(6)(A) of the statute,

8422.60(a) (1) specifies that MtC organi zati ons nust be "open for
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enrollment” (that is, must accept enrollnents) during annual,
initial coverage, or special election periods unless they have
reached enrol |l nent capacity. However, under section
1851(e)(6)(B) of the Act, an M+C organi zati on nmay accept

el ections at such other tinmes as the organi zati on provides.

These latter tinme periods, during which an M+C organi zati on has
the discretion to decide whether to be "open" for enrollnment are
frequently referred to as "open enroll nment” periods. W note
that, if an M+C organi zati on chooses to be open to new enroll ees
during all or a portion of these discretionary "open enroll nment"
periods, it nust be open for all M-C-eligible individuals.

Comment: One commenter found 8422.60(a)(2), which states
that MtC organi zati ons nmust accept el ections during open
enrol |l ment periods if their plans are open to new enrollees, to
be confusing and detrinental to newly eligible individuals. The
comment er believes that new Medicare eligibles should not be
limted to these tine franes

Response: The new enrollees being referred to in
8422.60(a)(2) are individuals newy electing the MrC pl an and not
i ndividuals newly eligible for Medicare. Individuals newy
eligible to Medicare are given a different "open enrol |l nent”
period under which they nay el ect or change M+tC plans. In
particul ar, 88422.62(a)(4)(ii) and 422.62(a)(5)(ii) allow newy

eligible individuals to nmake an el ecti on begi nning the nonth the
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individual is entitled to Medicare Parts A and B and endi ng on
the | ast day of the sixth nonth of entitlenent (in 2002) or the
third nonth of entitlenent (in 2003 and thereafter) or on
Decenber 31, whichever is earlier. Therefore, we do not believe
a regul atory change i s necessary.

Comment: One conmenter asked if we would be nodifying our
enrol | ment transm ssion schedule to account for the 30-day period
in which the MtC organi zation nmust transmt the enroll nment
informati on as stated in 8422.60(e)(6).

Response: Based on this coment, we are anendi ng
8422.60(e)(6) to state that "upon receipt of the election form
(or fromthe date a vacancy occurs for an individual who has been
accepted for enrollnment), the MtC organi zation transmts the
information, within tine frames specified by us, necessary for us
to add the beneficiary to our records as an enrollee of the MC
organi zation." W are also revising 8422.60(f)(3) to state that
"upon receipt of the election formfromthe enployer, the MC
organi zati on must submt the enrollnment within tine franes
specified by HCFA." These changes will allow us the flexibility
to vary the time franmes in the future, should technol ogical or
policy changes warrant it.

Comment: One conmenter asked that we clarify and provide

gui dance as to when an election is considered to have been made.
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Response: Section 1851(f)(2) of the Act, as revised by
section 502 of the BBRA, states that the effective date of
coverage during continuous open enrol |l nent periods is the first
day of the first calendar nonth foll owi ng the date on which the
"election is made," except that if the election or change of
el ection is made after the 10th day of a cal endar nonth, the
el ection or change of election takes effect on the first day of
the second cal endar nonth followi ng the date on which the
el ection or change is nmade. As noted in the preanble of the
interimrule, it was necessary to define when an election is nade
in order to establish the effective date of coverage and to
establish the date of our liability for paynent. Therefore, the
regul ati ons at 8422.60(d) state that an election is considered to
have been made on the date it is received by the MtC
or gani zati on.

4. Enrollnment Capacity (8422.60(b))

Sections 422.60(b) and 422.306(a) of the original MC
regul ati ons required MtC organi zations to submt information on
the enrol |l nent capacity of plans they offer by May 1 of each
year. As noted in section |I.C 8 of this preanble, section 516 of
t he BBRA anended section 1854(a)(1l) of the Act to nove the annua
deadl i ne for subm ssion of ACR proposals and enrol |l nent capacity
data (if any) fromMy 1 to July 1, effective in 1999. If a plan

reaches its HCFA-approved capacity limt, the MrC organi zation
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offering the plan generally is not obligated to accept new
enrol | ees.

Comment: One conmenter requested that we change the date
that MtC organi zations nmust notify us of the need for a capacity
limt fromMay 1 to a date later in the year in order to all ow
the M+C organi zations nore tinme to anal yze the previous year's
capacity and better determ ne the need for a capacity waiver.

Response: While we had no discretion under the BBA to nake
the change in question, as just noted, Congress has done so. W
have revi sed 88422.60(b) (1) and 422.306(a)(1l) to reflect this
BBRA change.

Comment: A conmenter asked that we clarify our |anguage on
capacity limts within a service area. The commenter al so asked
what woul d happen if there are too many patients and too few
provi ders.

Response: Section 422.60(b) allows an M+C organi zation to
limt enrollnment in the MtC plans it offers during any enroll nment
period, subject to our approval. |If an M:C organi zation el ects
to establish a capacity limt for an M-C pl an, the request
normal |y nust be submitted to us at the tine the Adjusted
Community Rate Proposal (ACRP) is submitted (except as provided
in new 8422.60(b)(3)), as discussed below. This subm ssion
shoul d take into account the nunmber of providers, and how nany

patients they can serve. The situation described by the
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commenter, in which “there are too many patients and too few
provi ders” generally should not occur if capacity is limted to

t he nunber submtted by the M+C organi zation on July 1.

As the comenter suggested, however, we recogni ze that under
certain circunstances, there nay be a legitimate need for an MtC
organi zation to request a capacity limt or a revision of a
capacity Iimt for an M+C plan during the contract year. The
ci rcunst ances under which a capacity limt will be approved after
the ACRP date would likely occur when a portion of a provider
network that furnishes services under an MtC pl an becones
unavai |l abl e during the course of a contract year. W have
provi ded for HCFA to consider enroll nent capacity requests
out side of the ACR process under new 8422.60(b)(3), which permts
consi deration of such requests only if the health and safety of
beneficiaries is at risk, such as if the provider network is no
| onger available to serve enrollees in all or a portion of the
service area. The requirenents for a mdyear capacity limt
request are al so described in OPL99. 095.

5. Election of Coverage Under an MrC Pl an (8422.62)

Al'l M-C plans nmust be open to MtC-eligi ble enroll ees
residing in the service area served by the plan during initia
coverage el ection periods, annual el ection periods, and speci al
el ection periods, unless such enrollnent inthe plan is limted

based upon a limt on enrollment capacity.
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The initial coverage election period is the period during
which a newly MrC-eligible individual may make an initia
el ection. This period begins 3 nonths prior to the nonth the
individual is first entitled to both Part A and Part B and ends
the | ast day of the nonth preceding the nonth of entitlenment. An
el ection nmade during this period is effective when entitlenent to
Part A and Part B coverage begi ns.

The nmonth of Novenber is the annual election period for the
foll ow ng cal endar year. During the annual election period, an
i ndividual eligible to enroll in an MtC plan may change his or
her election froman MtC plan to original Medicare or to a
di fferent MC plan, or fromoriginal Medicare to an MtC pl an.
This election is effective on January 1.

Speci al el ection periods are periods during which enroll nent
nmust be made open to certain beneficiaries, for various reasons
specified in the statute, or by us. W specify the effective
date of el ections nade during special election periods.

M+-C pl ans may be open to new enrollees at other tinmes of the
year (that is, during open enrollnment periods) at the discretion
of the M+C organi zation offering the plan.

From 1998 t hrough 2001, the nunber of elections or changes
that an M+C-eligi ble individual nmay nmaeke is not limted (except
for MWC MSA plans). Subject to the MtC plan bei ng open to

enrol | ees as provided under 8422.60(a)(2), an individual eligible
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to el ect an M+C pl an nay change his or her election froman MC
plan to original Medicare or to a different M-C plan, or from
original Medicare to an M+C plan any nunber of tines. 1In 2002,
an individual who is eligible to elect an M+C plan in 2002
generally may el ect an M+C plan or change his or her election
froman MC plan to original Medicare or to a different M+C pl an
only once during the first 6 nonths of that year. For 2003 and
subsequent years, an individual who is eligible to elect an M+C
pl an generally may el ect or change his or her election from an
M+C plan to original Medicare or to a different M-C plan, or from
original Medicare to an M+C plan only once during the first 3
nonths of the year. (Note that consistent with section 501(b) of
the BBRA, the restrictions that begin in 2002 do not apply to
institutionalized individuals.)

Even after the above limtations on changes in elections are
in place, if certain circunstances exist, an individual my
di scontinue the election of an M+tC plan offered by an MtC
organi zati on and change his or her election to original Mdicare
or to a different MtC plan. These circunstances incl ude:

I when the individual is no longer eligible to be enrolled

in a certain plan due to a change of residence,

I when HCFA term nates the organization's contract for the

pl an, or the organi zation term nates the plan or
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di scontinues offering the plan in the service or
continuation area in which the individual resides,

I when the M+C organi zation has violated a materi al

provision of its contract or materially m srepresented the

plan's provisions in marketing the plan to the individual,
or

I when the individual neets such other exceptional

conditions as we may provide.

Comment: Several commenters expressed concern because the
new M+C el ection periods do not coincide with the tinme franes
under which MtC eligible individuals elect health benefit options
through their enployer group health plans. The commenters
bel i eve these individuals should not be subject to the MC
el ection periods. One conmenter pointed out that enployer groups
wi || experience considerable disruption in their yearly
enrol | mrent process, and, as a result, nay have to stop offering
their retirees wap-around coverage to M+C pl ans, or they wl|
have to nodify their entire enroll ment process.

Response: Section 422.62(b) states that we may grant
special election periods for individuals who neet exceptiona
conditions. W have determ ned that the dil emma addressed by the
commenters presents an "exceptional condition" that justifies the
establ i shnent of a special election period for M-C-eligible

i ndi vi dual s who are nenbers of an enpl oyer group plan that has
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open enrollment at a tine other than the nonth of Novenber. This
i s because such an individual could only change one part of his
or her coverage at a tine, which effectively would | ock the
beneficiary into his or her existing plan. As set forth in

OPL 99. 100, such MtC-eligible individuals may choose to el ect an
M+-C pl an offered by their enployer during their enployer group’s
open season, which constitutes a special election period for
these individuals, as well as during the other election periods
est abl i shed under section 1851(e) of the Act.

Comment: Several commenters were opposed to the
establ i shnment of "lock-in" requirenents beginning in 2002. They
believe it will elimnate conpetition created in an environnent
wher e nmanaged care plans conpete continuously for enroll nments.
Several comrenters also wanted to know who will be responsible
for keeping track of the nunmber of el ections nade by an
i ndi vi dual once lock-in takes effect in 2002. They noted that
beneficiaries and M+C organi zati ons may not be aware of the
nunber of el ections an individual has made during a particul ar
el ection period. One commenter reconmended that we develop a
mechanismthat will allow exceptions to the |imt of one change
under 88422.62(a)(4) and (5).

Response: Sections 1851(e)(2)(B) and (C) of the Act limt
an individual's election to one change during the open enroll nent

periods in the first 6 nonths of 2002 and the first 3 nonths of
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subsequent years. This "lock-in" requirenent represents a
gradual transition fromthe current system under which a
beneficiary may make any nunber of elections during the

conti nuous open enroll ment periods outlined in section
1851(e)(2)(A) of the Act to a restrictive system of annual "I ock-
in." W do not have the authority to nodify this requirenent, or
to provide for any exceptions to this limt. W are aware of the
need for us to maintain a history of the nunber of tines an

i ndi vi dual has nmade an el ection during a specific election
period. Such information will be necessary in order to determ ne
whet her an individual is eligible to elect an MC plan at a given
tinme.

Comment: One conmenter believes that |imting the open
enrol | mrent and di senrol |l ment opportunities defined in
88422.62(a)(4) and (5) to one election per period should not
apply to plan changes within the same M+C organi zati on.

Response: Section 1851(a)(1) of the Act requires that an
M+-C-el i gible individual "elect"” to receive benefits through the
original Medicare fee-for-service programor through enroll nment
in an M+tC "plan.” That is, enrollnment in an MtC "pl an”
constitutes an el ection under Part C. Section 1851(e) of the Act
further limts the "election” of an M+C "plan" or of origina
Medi care to one change during open enrollnment periods in the

first 6 nonths of 2002 and the first 3 nonths of subsequent
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years. Therefore the | aw does not permt us to allow MC
eligible individuals to nove fromplan to plan w thout
considering it an election, even if the change in plans occurs
anong plans offered by the sane MtC organi zati on.

Comment: One conmenter requested further clarification of
enrol | mrent and di senrol |l ment periods, while another asked whet her
a beneficiary who defaults to original Medicare has the option to
el ect an M+C pl an.

Response: An individual who defaults to original Medicare
may el ect another M+C plan during any el ection period during
which the plan is accepting new enrollments. As discussed in
detai|l above, section 1851(e) of the Act and 8422.62 of the MC
regul ati ons describe the el ection periods in which individuals
can enroll in and disenroll froman M:C plan. MC-eligible
i ndi vidual s may make or change an election during an initia
coverage el ection period, an annual el ection period, a special
el ection period, or an "open enrollnment” period. The initial
coverage election period is the 3-nonth period prior to the nonth
an individual becones entitled to Medicare Part A and Part B.

The annual el ection period is Novenber of every year. Special

el ection periods are also allowed when MtC-eligi bl e individuals
experience certain circunstances that warrant the need to nake a
change in election. These include our term nation of the M+C

pl an contract or M+C organi zation term nati on or discontinuance
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of the M+tC plan in the service or continuation area in which the
i ndi vi dual resides, a change in place of residence to a place
out si de of the MtC plan's service or continuation area,
denonstration by the individual that the MtC organi zati on
substantially violated a material provision of its contract or
materially m srepresented the MtC plan's provisions in nmarketing
materials, or other exceptional conditions as provided by us. 1In
addi tion, 8422.62(c) also provides for a special election period
for individuals age 65. Beginning in 2002 individuals age 65 who
el ect an M+C plan during the initial enrollnent period may
di senroll fromthe MtC plan and el ect coverage under origina
Medi care within 12 nonths of their enrollnment in an M+C pl an.

Through 2001, open enrol |l nent periods are continuous, that
is, every nonth through 2001. Beginning in 2002, the open
enrol | ment periods are the first 6 nonths of the year, or the
first 6 nonths of Medicare Part A and Part B entitlenent (or
Decenber 31, 2002, whichever is earlier). 1In 2003 and in
subsequent years, the open enrollnment periods are the first 3
nont hs of the year, or the first 3 nonths of Medicare Part A
and Part B entitlenent (or Decenber 31, 2003, whichever is
earlier). Again, open enrollnent periods renmain continuous for
institutionalized individuals during and after 2002.

The el ection rules for MHC MSA pl ans (see 8422.62(d))

i ncl ude sonme exceptions to the election periods described above.
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M+-C-eligible individuals may only enroll in an MSA plan during an
initial coverage election period or an annual el ection period.
They may not make an el ection of an MSA plan during open
enrol | ment periods or special election periods. MC-eligible

i ndividuals may only disenroll froman MSA plan during annua

el ection periods and special election periods, excluding special
el ection periods for individuals age 65. 1In addition, if an

i ndi vidual elects an MtC MSA plan for the first time during the
annual Novenber el ection period, he/she nmay revoke that el ection
by Decenber 15 of that sane year.

Comment: One conmenter supported the special election
period for individuals age 65 as outlined at 8422.62(c), and
requested that the provision also apply to newWy eligible
i ndividuals with disabilities.

Response: Section 422.62(c) inplenments the |ast sentence in
section 1851(e)(4) of the Act, which applies only to individuals
who enroll in an M+C pl an upon turning 65. Congress chose to
provide this opportunity to individuals who becone eligible based
on age, but did not provide for such a benefit in the case of
i ndi vi dual s who becone eligible based on disability or ESRD
status. W thus cannot apply section 1851(e)(4) of the Act to
i ndi vi dual s who are not 65, since they do not neet an explicit

condition set forth in the statute.
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Comment: One conmmenter noted that 8422.62(b)(3) allows an
i ndi vidual a special election period if the MC organi zati on
violates a material provision of its contract with the
i ndi vidual. However, it does not allow the M+C organi zati on an
opportunity to comment on the enrollee's assertion that the
contract was violated. The conmenter stated that we should be
sensitive to the severity of this issue and should establish a
tinely and fair review process. Two other commenters stated that
we shoul d devel op reasonabl e, consistent guidelines for
establ i shing special election periods for exceptional conditions,
as provided at 8422.62(b)(4).

Response: Section 1851(e)(4) of the Act gives us the
authority to devel op guidelines to establish special election
periods for exceptional conditions and to establish the
procedures for granting a special election period for contract
vi ol ations that specify when individuals are entitled to
di senroll froman M+C plan after disenrollnment rights becone
limted in 2002. This authority provides us with the discretion
and the tinme to devel op beneficiary protection requirenents that
will be sensitive to the issues identified by the commenters. As
we gradually transition fromthe current systemof totally free
novenent to a restrictive system of annual "lock-in," we have

every intention of devel opi ng reasonabl e and consi st ent
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gui delines as the need for these guidelines in the year 2002
appr oaches.
Comment: One conmenter requested that we clarify at
8422.62(a)(2)(ii) that eligible beneficiaries my elect to enrol
i n managed care denonstrations, section 1876 cost plans, and
heal t h care prepaynent plans during the annual el ection period.
Response: The annual el ection period is an el ection period
for M+C organi zati ons operating under section 1851 of the Act.
Heal t h care prepaynent plans, section 1876 cost plans, and sone
managed care denonstrations do not fall under section 1851 of the
Act. Therefore, we do not have the authority to require these
pl ans and denonstrations to be open for enrollnment during an
annual election period. Although such plans and denonstrations
have the option of being open for enrollnent to eligible
i ndividuals during that sanme tine franme, this regulation only
addresses requi renents under section 1851 of the Act.
6. Information about the M+C Program (8422. 64)

a. Overview

Section 422.64 contains requirenments related to information
about MtC plans. Paragraph (a) applies to MtC organi zati ons, and
requires that organizations annually provide to us, using a
prescri bed format and term nol ogy, the information we need to
carry out our annual information canpaign for all Medicare

beneficiaries. However, the renaining paragraphs of existing
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8422.64 essentially reflect statutory provisions governi ng our
information distribution activities.

Comment: Several commenters expressed confusi on about
whet her we or M+C organi zati ons were responsi ble for various
informati on distribution requirenments specified under 8422.64.

Response: W recogni ze the commenter's concerns and bel i eve
that the best means to avoid introducing confusion in this regard
is toelimnate fromthe regulations the portions of 8422.64 that
serve solely to delineate our responsibilities. Deleting these
provi sions fromthe Code of Federal Regulations in no way affects
our information distribution responsibilities that had been
reflected in these provisions, since these are set forth in the
statute in sections 1851(d) (1) through (d)(4) of the Act. Also,
we note that 8422.111 continues to list the information that MC
organi zati ons are responsi ble for dissemnating to their plan
enrol | ees.

Comment: Two conmenters were concerned that the nany
changes introduced by the MtC programto the plan enroll nent and
di senrol | mrent process (for exanple, changes to the effective
dat e, annual open enrollnment, lock-in requirenents) would lead to
beneficiary confusion and di sruption of the program and stressed
the need for inproved comruni cation with beneficiaries.

Response: W agree that the many changes necessary for the

i npl enentation of the MtC programwi |l require that we carry out
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substanti al educational efforts for beneficiaries and the health
i ndustry. W are strongly conmtted to keeping beneficiaries

i nformed and educated about their choices, and have undertaken
many efforts to acconplish this task. For exanple, we have
created a toll-free Iine for M+tC i nformati on (1-800- MEDI CARE)
devel oped the Medicare & You handbook, and have carried out
speci al educational and publicity canpaigns to inform WC-
eligible individuals about the availability of plans offered in
di fferent areas and about the election process. In 1999, we
began conducting a nationally coordi nated educati onal and
publicity canpai gn about MC plans and the el ection process that
occurs every Novenber. W also provide information via our
Internet website (www. Medicare.gov), which is a Medicare
benefi ci ary-centered consuner website designed to provide a broad
array of information on program benefits and heal th pronotion.
These are just a few of the many efforts we have begun to

di ssenminate information to beneficiaries and prospective
beneficiaries on their coverage options under the MC program
and we believe that they should alleviate the potential confusion
associated with the M+C program

b. Access

Comment: A conmenter recomended that 8422.64 specifically

require notification and disclosure of Medicare' s screening Pap
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snear benefit and of the ability of beneficiaries to directly
access specialists to obtain this preventive service.

Response: The 2000 Medicare & You handbook includes a
description of the new preventive benefits. Wth respect to
di rect access to a specialist who would performa pap snear,
8422.112(a)(3) guarantees female M+C enrol |l ees "direct access to
a wonmen's health specialist within the network for wonen's

routi ne and preventive health care services,” which would include
Pap snears (see section I1.C of this preanble for further details
on this issue.)

C. Per f or mance Measur es

Comment: Several commenters expressed concerns about the
validity, reliability, and conparability of information to be
provi ded by us to Medicare beneficiaries, particularly through
Medi care Conpare, our Internet-based database of conparative
i nformati on on M+C pl ans. The conmmenters want us to ensure that
the information presented to beneficiaries is objective,
accurate, and conplete. They al so enphasize the inportance of
recogni zi ng the audi ence for particular types of information.

Response: Medicare Conpare is our electronic database of
heal t h pl an conparison information. The database is designed to
educat e beneficiaries and others about their health care options
so they can nake informed health care choices. The informtion

for this database is conpiled by us with cooperation from MC
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organi zati ons. The Medi care Conpare database is al so updated
regularly to reflect changes in cost and benefits. W are
continuing to inplenment enhancenents to ensure that the data
submtted by MtC organi zations are valid and reliable. Mdicare
al so collects quality-of-care informati on known as Health Pl an
Enpl oyer Data and Information Set (HEDI'S) from MtC organi zati ons
and we carefully check it for accuracy. This information should
hel p beneficiaries conpare the quality of health care that an M+C
organi zati on delivers by explaining how well the organi zation
keeps enrol |l ees healthy or treats them when they are sick.

Medi care's Consuner Assessnent of Health Plans Study (CAHPS),
devel oped in collaboration with the Agency for Healthcare
Research and Quality, is an initiative to collect and report

i nformati on on beneficiaries' experience in receiving care

t hrough M+C organi zati ons. W have al so worked closely with the
i ndustry and researchers in order to provide the nost accurate
information for the Medicare & You 2000 handbook.

d. Continuation and | nprovenents

Comment: Commenters were concerned about the anmount of
i nformati on provided to Medicare beneficiaries by us. They
recommend that the information specified in 8422.64 be incl uded
in the general information brochures and contain the custoner
servi ce tel ephone nunbers for each MtC organi zation. They al so

suggested that we need to differentiate between information
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provided to beneficiaries in witten form and that available to
interested persons via the Internet. Witten conparative
information, which is to be available to all beneficiaries at
specified intervals, should be easy to understand and focused in
cont ent.

Response: W provide access to infornmation froma variety
of sources. Beneficiaries, MC organi zations, providers, famly
menbers, and others can receive up-to-date information about the
Medi care health plans available in their area, Medicare health
benefits, fraud and abuse, nursing honmes, appeals and grievances,
patient rights, etc., at the follow ng | ocations:

e Internet at www. Medicare.gov. Local libraries or senior
centers may be able to help the person find the infornmation on
their conputers.

e Medicare Choices Help Iine at 1-800-MEDI CAR(E) and TTY
for the speech and hearing inpaired at 1-877-486-2048.

e State Health Insurance Assistance Program (SHIP) in the
beneficiary's area.

* Local outreach events.

Comment: Several commenters encouraged us to eval uate al
aspects of the information canpaign in order to determ ne the
nost effective approach for reaching beneficiaries.

Response: W aimfor tinely distribution of all of our

materials. W are legislatively nandated to mail specified
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i nformati on on the MtC program and i ndi vidual M+C plans to
beneficiaries at | east 15 days prior to the annual election
period. W are evaluating the inmpact of this timng on
beneficiary deci sion maki ng. Qur ongoing eval uation of Nationa
Medi care Educati on Program (NVEP) includes assessnent of

t el ephone referrals, including toll-free line and State Health

I nsurance Assi stance Prograns (SHI Ps), which are entities jointly
funded by us and by the States to provide information and
counseling to Medicare beneficiaries. The toll-free |ine has
been operational nationally since March 15, 1999.

e. Benefi ci ary | nput

Comment: Several commenters noted that in devel opi ng any
educational materials or activities, it is inportant to ensure
that the information is neaningful to beneficiaries. These
commenters believe that we need to convey information to
beneficiaries in an organi zed, straightforward manner to assure
as conpl ete an understandi ng as possi ble. For exanple, the
commenters suggest that materials should be reviewed to determ ne
whet her they will provide needed information or sinply raise nore
questi ons anong beneficiaries, or whether beneficiaries wl]l
understand that they do not need to make any changes. The
commenters specifically recommended that we conduct focus groups
to gauge beneficiary responses to the Medicare & You handbook,

and would like us to revisit our future plans and comruni cati ons.
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Response: W have performed extensive eval uation of the
Medi care & You handbook, including focus-testing the Medicare &
You 1999, and custoner-testing of the Medicare & You 2000. W
al so used the results of the NVEP eval uation, survey of
beneficiaries, expert review, plain |anguage review, and comments
submtted to us by mail and the Internet. The results received
fromall of these sources were used in the devel opnent of the
Medi care & You 2000 handbook. W w Il continue eval uating our
efforts to i nprove beneficiary comuni cati on.
Comment: Two conmenters offered suggestions on the public
i nput approach outlined in the preanble of our June 26, 1998
interimfinal rule. (In that preanble, we discussed in detail the
process of obtaining public input about data collection and
di ssenmi nation of selected data. W addressed only those data
el enents that woul d be dissem nated as part of Medicare Conpare
or as part of any beneficiary informati on canpaign efforts.) One
comment er suggested ensuring that physicians are involved in
determ ning data specifications for M-C organi zati ons, and the
ot her | ooked forward to seeing our strategy for public input.
Response: As discussed in the interimfinal rule, we
recogni ze the inportance of obtaining public input on data needed
by beneficiaries to nake health plan choices. W also agree that
we need to ensure physician input, particularly in areas such as

quality of care. Qur strategy for obtaining public input into the



HCFA- 1030- FC 98
process, which is well under way and w de rangi ng, includes the
fol | ow ng:

e (Oobtaining public input through currently established
communi cation activities (for exanple, commttees, consultation
avenues, public neetings, training semnars). Limted resources
and tinme demands do not pernit the establishnment of separate or
over |l appi ng processes with those al ready established and worki ng
(such as industry council neetings). It may not al ways be
possible to hold public neetings to invite interested individuals
to comment and provide input on the process of determ ning data
speci fications.

e (Obtaining public input through normal data collection
cl earance channels when we are the lead for the data collection
activity. The OWB clearance process is a very effective and
efficient way to obtain broad public comment on the content and
format specifications for data collection (for exanple, the Pl an
Benefit Package). However, it may not always be possible to
publish a notice or a sunmary of public processes regarding data
el ements to be coll ected.

e (Oobtaining public input through collaborative efforts with
private industry, health care providers, researchers, and other
interested parties. This approach allows the Federal governnent

to be a partner with other experts (private and public) in the
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field of managed care and thereby not duplicate already
successful and useful collaborative efforts (such as HED S).

Thus, our strategy strongly supports the use of efficient
and effective nethods of public input into the determ nation of
i nformati on and specifications for beneficiary information
canmpaign naterial. W also recognize the need to coll aborate
wi th organi zations and individuals involved in the devel opnent of
qual ity and perfornmance neasurenents that support beneficiaries
i ncreased under standi ng of managed care.
7. Coordination of Enrollnment and Di senroll ment Through M+C
Organi zati ons (8422. 66)

An i ndividual who wishes to elect an MC plan offered by an
M+-C organi zati on may nmake or change his or her election during
the el ection periods specified in 8422.62 by filing the
appropriate election formw th the organi zati on or through other
nmechani snms as determ ned by us.

Addi tionally, an individual who wi shes to disenroll from an
M+-C pl an may change his or her election during the election
peri ods specified in 8422.62 by either electing a different MtC
plan by filing the appropriate election formwith the MtC
organi zati on or through other nechani sns as determ ned by us.
I ndi vidual s may al so disenroll by submitting a signed and dated

request for disenrollnment to the MtC organi zation in the form and
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manner prescribed by us or by filing the appropriate
di senrol Il ment form through other mechani snms as determ ned by us.

Under existing 8422.66(d)(1), an M+C plan offered by an M+C
organi zati on must accept any individual (residing in the service
area or continuation area of the MtC plan) who is enrolled in a
health plan offered by the M+C organi zati on (regardl ess of
whet her the individual has end-stage renal disease--see
88422.50(a)(2) and (a)(3)) during the nonth i medi ately preceding
the nonth in which he or she is entitled to both Part A and Part
B. This is generally known as a "conversion” of enrollnent for
the enrollee (fromcomercial status to MtC enrol |l ee status).

Subj ect to our approval, under 8422.66(d)(2), an MC
organi zati on may set aside a reasonabl e nunber of vacancies in
order to accommpbdat e conversions. Any set aside vacancies that
are not filled within a reasonable tinme nust be nmade available to
ot her MtC-eligi bl e individuals.

If the individual enrolled in a health plan offered by an
M+-C organi zati on chooses to renmain enrolled with the organi zation
as an MtC enrol |l ee, the individual must conplete and sign an
el ection formas described in 8422.60(c)(1). |In that case, the
i ndi vidual 's conversion to an M+tC enrollee is effective the nonth
in which he or she is entitled to both Part A and Part B. The
M+-C organi zati on nmay di senroll an individual who is converting

fromits comrercial plan to M-C status only under the conditions
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specified in 8422.74. The M+C organi zation nust transmt the

i nformati on necessary for us to add the individual to our records
as specified in 8422.60(e)(6).

An individual who has nade an el ection under this section is
consi dered to have continued to have nade that election until the
i ndi vi dual changes the el ection under this section or the el ected
M-C plan is discontinued or no | onger serves the service area in
whi ch the individual resides, and the organi zati on does not
of fer, or the individual does not elect, the option of continuing
enrol I ment, as provided in 8422.54, whichever occurs first.

Comment: Several commenters stated that they support
procedures that would permt seam ess continuation of coverage,
under whi ch an individual would be deened to have el ected an M+C
plan at the tinme of the individual's initial coverage el ection
period if they are enrolled in a commercial health plan that is
of fered by the same M+C organi zation. Several specific
recomendati ons were nmade. One commenter recommended that we
requi re MtC organi zations to prospectively provide the necessary
information that would allow us to default individuals into the
M-C plan. One commenter recomrended that M-C organi zati ons
notify individuals in their commercial plans who are about to
beconme Medicare eligible that they are being enrolled in the MC
plan, and to transmt the necessary information to us. Another

comment er suggested that we alert individuals through the mailing
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of the initial enrollnment package. Two conmenters were concerned
about deem ng an individual to have elected an MWC plan if the
M+-C organi zation offers nore than one MtC plan from whi ch he/ she
coul d receive benefits. One commenter suggested that if we

deci de to deem an individual to have el ected an M+C pl an, the
organi zati on should be required to provide the individual with a
description of Medigap guaranteed i ssues and age rating policies.
One coment er supported procedures that would pernmt seam ess
conti nuati on of coverage, but expressed concerns about deem ng an
i ndividual enrolled in an M+tC plan if Medicare is a secondary
payer.

Response: Al though we have addressed an individual’s right
to choose to remain enrolled with an organi zation as an M+C
enrol | ee upon becom ng Medicare eligible (as di scussed above), a
default process through which an individual would be deened by us
to have elected a specific MtC plan would require that we
identify MrC-eligible individuals, as well as their rel evant
health plan information before the individual's initial coverage
el ection period. At present we do not have access to information
on the health plans in which specific individuals are enroll ed,
because such plans are private health plans, and do not have
establ i shed |inkages with our systens, nor is there a nmechani sm
in our Medicare managed care data systemto capture such

information. While sone MtC organi zations may want to share this
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information with us, others may not. It should al so be noted
that enrollnment in an MFC plan is contingent upon the
individual's entitlenment to Medicare Part A and Part B.

I ndi vidual s that have not previously filed for Social Security

and/ or Medi care benefits will not have an entitlenment record, nor
will they receive an initial enrollnent package from Medi care.
Frequently, individuals in comrercial plans who are about to "age
in" to Medicare are still enployed, and have not yet filed for
Soci al Security or Medicare benefits. |Individuals who have filed
for benefits will receive general information on Medicare and

conparative informati on on M+C pl ans available in their service
area. They will have the opportunity to enroll in the MtC plan 3
nonths prior to their entitlenent to Medicare Part A and Part B.
The expansi on of the nanaged care provisions under the BBA
has presented an extraordinary challenge to us and to the
Medi care managed care data systemthat supports our infornmation
system busi ness requirenents. W anticipate that in the future,
we W ll develop strategies to incorporate information collection
activities in our nmanaged care systens that will allow this kind
of mechanismto be put in place. As we devel op strategies that
will incorporate additional information collection activities
under our authority under section 1851(c)(2) of the Act, we wll
consi der procedures necessary to identify in which plan a

beneficiary wants to enroll if the M+C organi zation offers nore
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t han one MtC pl an and al so whet her Medi care Secondary Payer rules
apply. Until that time, and in accordance with 8422.66(d), an
M+-C pl an offered by an M+C organi zati on nust accept enroll nments
fromany eligible individual residing in the service area or

conti nuation area of the M+C plan, who is enrolled in a
commercial health plan offered by that same M+C organi zati on
during the nonth inmedi ately preceding the nonth in which he/she
is entitled to Medicare Part A and Part B.

Comment: Two conmenters were opposed to the requirenent in
8422.66(b)(3)(i) that disenrollment transactions be submtted
within 15 days of receipt. Conmenters pointed out that we do not
process disenrollments every 15 days and suggested the
requi renent be nodified to coincide with the 30-day requirenent
for enroll ment transactions outlined at 8422.60(d)(6).

Response: Qur intent when establishing this requirenent was
to ensure that a beneficiary's choice to disenroll would be
handl ed as expeditiously as possible. W are in the process of
i npl enmenting a systemthat will be capable of processing these
transactions nore than once a nonth. However, we recogni ze that
until the systens are nodified, the requirement nay not allow a
sufficient anount of tine to process a disenrollnment action.
Therefore, we have nodified the regul ations at 8422.66(b)(3) (i)
to state that the tine frame to submt disenrollnment transactions

will be "specified by HCFA, " and have made a conform ng change at
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8422.66(f)(2). This will give us the flexibility to nake changes
as system enhancenents are developed in the future. For the tine
bei ng, we are specifying that disenrollnment transactions be
submitted within the same tinme frane as enrol |l nent transactions.

Comment: Several commenters asked that we provide
additional clarification in 8422.66(b)(5)(i) with respect to when
an enrollnment is not legally valid. Two of the commenters stated
that we should clarify whether a | ack of understandi ng woul d be
included in the definition of a "legally valid enrollnent,"” and
whether it would result in a retroactive disenrollnent. One
commenter stated that we should clarify that an enrollnment is not
legally valid if it is determned at a | ater date that the
i ndividual did not neet eligibility requirenments at the tinme of
enrol | nent.

Response: There are a nunber of circunstances that woul d
result in an enrollnment not being considered “legally valid,” and
we agree that the |lack of understanding of plan rules (such as
the “lock-in”) and ineligibility woul d be anong these
ci rcunst ances. However, a determnation that an individual did
not understand the ternms of enrollnment nust be nade on an
i ndi vidual basis. The criteria used in establishing evidence
that an individual did not understand the terns of enroll nent
could include the followi ng: continuing Medigap insurance

coverage after receipt of the confirmation of enrollnment letter
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fromthe MtC organi zation; an enrollnment formsigned by the
menber in situations where a | egal representative should be
signing for the nmenber; enrolling in a supplenental insurance
program i nmedi ately after enrolling in the MtC plan; or receiving
nonemner gency or nonurgent services out-of-plan imediately after
the effective date of coverage under the plan. OPL 99.100 sets
forth specific guidelines to assist MtC organi zati ons when naki ng
det erm nati ons about |ack of understandi ng and incorrect
eligibility determ nations.

Comment: One commenter asked for clarification of our
process for approving retroactive disenrollnments (either
voluntary or involuntary) and the subsequent effective dates.

Response: Section 422.66(b)(5) describes retroactive
di senrol I nents, which are disenrollnments with a retroactive
effective date in cases in which we determ ne that there was
never a legally valid enrollnment, or in which a valid request for
di senrol | mrent was properly nade but not processed or acted upon.
In cases of involuntary disenrollnents, such as disenroll nent for
di sruptive behavior or failure to pay prem uns, the disenroll nent
actions are prospective and would not be retroactive. 1In cases
in which we find that an enroll nent was not legally valid, the
di senrol I nent results in cancellation of the enrollnent as of the
effective date of the enrollment. Therefore, the effective dates

for these retroactive disenrollnments are based upon the effective
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dates for elections, as provided under 8422.68. |If the election
subsequently found to be invalid was made during the annua
el ection period in Novenber, the effective date would be the
first day of the follow ng calendar year. |If the election was
made during an open enroll nment period, the election would be
effective the first day of the first calendar nonth foll ow ng the
nonth in which the election is nade (or for elections nmade after
the 10th day of a nonth, the first day of the 2nd cal endar nonth
following the date of the election). Effective dates for
el ections made during a special election period vary, dependent
on the situation, and guidelines concerning these effective dates
are provided in instructions to the M-C organi zations. Elections
made during special election periods for individuals age 65 would
be effective the first day of the first cal endar nonth foll ow ng
the nonth in which the election is nmade.

Comment : Section 422.66(d) states that an M+C organi zati on
nmust accept any eligible individual who is enrolled in a health

plan offered by "an" MtC organi zation. One commenter stated that
this section needs to clearly state that the M+C organi zati on
nmust accept any individual who is enrolled in a health plan

of fered by "the" MtC organization offering the other plan in

whi ch the individual is enrolled.

Response: W agree that the use of the term"an" could

inmply that the requirenent applies to any organi zation, such that
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all MtC organi zati ons nust accept all eligible individuals
enrolled in any conmercial health plan offered by any MtC

organi zation. In fact, our intent is for the requirenent to
apply to a specific MC organi zation, nanely the organi zation
that offers both the commercial health plan in which the
individual is enrolled and the MtC plan in which the individua
will be enrolling. Therefore, we are revising 8422.66(d)(1) to
specify that a plan offered by an M+C organi zati on nust accept
any eligible individual who is enrolled in a health plan offered
by "the MtC organi zation."

Comment: One commenter believes there is a conflict between
par agraphs (3) and (5) in 8422.66(d). The commenter reads
8422.66(d)(3) to provide that the individual will convert to the
MtC pl an unl ess he disenrolls, while 8422.66(d)(5) provides that
the individual nmust fill out an election formin order to
convert.

Response: W do not agree that there is a conflict between
the two sections of the regulation, but recognize that sone
clarification is desirable to prevent confusion. W are revising
8422.66(d)(3) of the regulation to refer to the individua
affirmatively choosing to remain enrolled with the organi zation
as an M+C enrollee, and to state that conversion is effective the
nonth of entitlenent to both Medicare Part A and Part B "in

accordance with the requirenents in section 8422.66(d)(5)." W
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al so have deleted a reference in 8422.66(e)(2) to an individua
bei ng “deened” to have nmade an el ection, since this reference is
i nconsistent with the requirenent in 8422.66(d)(5) that an
el ection form be conpleted and signed. These revisions wll
clarify that while we have established the effective date of
coverage under 8422.66(d)(3), the coverage may begin only if the
i ndi vi dual conpletes and signs an election form as required at
§422.66(d) (5).

Comment: One conmenter believes that 8422.66(e)(2) (which
states that an individual is considered to have continued an
el ection in an MtC plan until the MtC plan is discontinued or no
| onger services the area in which the individual resides, and the
organi zati on does not offer or the individual does not elect the
option of continuing enrollnent) may be interpreted to absol ve
the M+C organi zati on of any obligations when the person | eaves
the service area and has not selected a new health plan or
ori ginal Medicare. The commenter suggested that the regul ations
shoul d nmake clear that an individual who | eaves his or her MC
plan service area is entitled to a special election period, as is
the case when the MtC pl an ceases to serve the service area.

Response: |If an M+C plan enroll ee | eaves the plan's service
area, but has not inforned the M+C organi zation offering the plan
of a permanent nove, the M-C organi zati on does have conti nued

obligations to cover energency and urgent services that nust be
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covered out of area. Once the M+C organi zation is nade aware of
such a pernanent nove, the organization is obligated under
8422.74(b)(2)(i) to disenroll the individual unless he or she has
noved to a continuation area and requests to continue enroll nent
as a continuation area enrollee. Wth respect to the conmmenter's
concern about a special election period being provided under

t hese circunstances, 8422.62(b)(2) clearly provides an M-C pl an
enrol | ee who noves out of his or her MtC plan service area with
the sane right to a special election period that the enrollee
gets under 8422.62(b)(1), cited by the commenter, in the case of
an M+C plan term nation.

Comment: One conmenter was concerned about ensuring that
all enrollees under a section 1876 risk contract--w thout regard
to residence--be deened to be enrollees of an MC plan offered by
the section 1876 contractor on January 1, 1999.

Response: W agree, and note that the interimfinal rule
preanbl e states that we have interpreted the statute to allow an
individual to transition fromthe section 1876 plan to an MtC
plan "without regard to | ocation of residence" (63 FR 34977).

Qur intent was to ensure that no individual enrolled in a
section 1876 plan on Decenber 31, 1998, woul d be adversely
af fected by the BBA changes, but instead would be able to
mai ntai n an established relationship with a Medicare contracting

organi zation. Therefore, we clarified in the interimfinal rule
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that all individuals enrolled in a section 1876 plan on

Decenber 31, 1998 could convert to the correspondi ng MtC pl an on
January 1, 1999. W further clarified this "grandfathering
policy” in OPL 99.084, dated February 26, 1999, which states that
an individual who was enrolled in a section 1876 risk plan
effective Decenber 1, 1998 or earlier and remained with the risk
pl an on Decenber 31, 1998, autonatically continued to be enrolled
in the MHC organi zation on January 1, 1999.

Comment: One conmenter suggested that we include in the
regul ati ons text our operational policy recognizing State | aws
t hat govern who may sign election forns for beneficiaries. The
commenter al so believes we should clearly incorporate recognition
of the State |law, including health care consent | aws.

Response: In general, and as previously discussed in the
preanbl e of the June 26, 1998 interimfinal rule, we believe that
the M-C-eligi bl e individuals should personally conplete and sign
any el ection formor disenrollnment request (referenced at
8422.66(b)) whenever possible. W also recognize that there may
be tinmes that an individual is unable to sign for hinself or
hersel f. Laws governing who nay sign a health insurance
application vary from State to State. Therefore, while the
regul ati ons provide for the beneficiary to sign an election form
we defer to State laws (for exanple, |aws governing the exercise

of a power of attorney) on who nmay sign on behalf of a
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beneficiary where a beneficiary signature is required. W do not
believe it is necessary to make provision for this in the
regul ati ons text, because where State | aw permts anot her
i ndividual to sign for a beneficiary with respect to health care
decisions, this authority would extend to cases in which the
beneficiary’s signature is required under Medicare regul ations.
Comment: Section 422.66(d)(1) states that an M+C pl an
of fered by an M+C organi zati on nust accept any eligible
i ndi vidual who is enrolled in a health plan offered by an MtC
organi zation during the nonth i medi ately preceding the nonth in
which the individual is entitled to Medicare Part A and Part B.
One comenter asked us to clarify whether the use of the term
"health plan" refers only to fully insured products, or whether
the termwoul d include self-funded nenbers.
Response: The term"health plan” in 8422.66(d)(1) refers to
any commercial health plan that the M+C organi zati on offers.
This may include fully insured products, self-funded products,
and i ndemity products.
8. Effective Dates of Coverage and Change of Coverage (8422.68)
An el ection nmade during an initial coverage el ection period
as described in 8422.62(a)(1) is effective as of the first day of
the nonth of entitlenent to both Part A and Part B. Also, for an
el ection or change of election nmade during an annual el ection

peri od as described in 8422.62(a)(2), coverage is effective as of
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the first day of the follow ng cal endar year. For an el ection or
change of el ection made during the open enroll ment periods
described in 8422.62(a)(3) through (a)(6), coverage is effective
as of the first day of the first cal endar nonth follow ng the
nonth in which the election is nade (except that if the election
or change of election is nade after the 10th day of a cal endar
nonth, the election takes effect on the first day of the second
cal endar nonth after the date of the election.)

For an el ection or change of election made during a speci al
el ection period as described in 8422.62(b), we determ ne the
effective date of coverage, to the extent practicable, in a
manner consistent with protecting the continuity of health
benefits coverage. For an election of coverage under original
Medi care made during a special election period for an individua
age 65 as described in 8422.62(c), coverage is effective as of
the first day of the first calendar nonth followng the nonth in
whi ch the el ection is nmade.

Comment: Several commenters objected to the effective date
inthe interimfinal rule for elections nade during open
enrol | ment periods, which was the first day of the nonth after
the nonth the election is received. The conmenters believe this
effective date did not allow enough tine to process the
enroll ment. They believed that this deadline would result in

i ncreased retroacti ve transacti ons and woul d be burdensone on M+C
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organi zations. Conmmenters al so expressed significant concerns
over liability and access to services if Medicare entitlenment is
not verified expeditiously. Conmenters also noted the need for
us to make system changes to acconmpdate the new effective date
requi renents, and to clarify how we intend to inplenent the

requi renents with respect to M-C organi zati on subm ssi on of data.
The comrenters recomended the effective dates be as they were
under section 1876 of the Act which, under 8417.450(a)(2), may
not be earlier than the first nonth after, nor later than the
third nonth after, the nonth in which we receive the information
necessary to include the beneficiary as a Medicare enroll ee of
the HMO or CWP in our records.

Response: Section 1851(f) of the Act supersedes all prior
section 1876 requirenments and specifically delineates the
effective dates for elections made in the M+rC program
Consi stent with the changes to section 1851(f) of the Act nmade by
section 502 of the BBRA, we are revising 8422.68(c) to provide
that coverage is effective either on the first day of the
cal endar nonth after the date of an el ection or change of
el ection or, for elections or changes of election nmade after the
10th day of a cal endar nonth, on the first day of the second
cal endar nonth after the date of the election or change of
el ection. In addition, based on our authority to establish

requi renents that can reduce the potential for retroactive
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transacti ons, we have devel oped gui delines for M+C organi zati ons
that include requirenents for M+C organi zation verification of
Medi care entitlenment before subm ssion of enroll nent data (see
OPL 99.100). The verification policy should mnimze the
potential for retroactive enrollnment situations. Additionally,
the new effective dates outlined in section 1851(f) of the Act
have resulted in the need to clarify a nunber of operationa

i ssues. Wile the expansion of managed care provisions under the
BBA has presented an extraordinary challenge to us, we have
successfully inplenmented the necessary systens requirenents to
support this change in effective dates. Additionally, we have

i ssued ot her guidelines to MtC organi zati ons (OPL 98. 074, our
Novenber 17, 1999 Systens Informational Letter, and OPL 2000. 113)
that outline howto identify the correct effective date and
process the enrol |l nents through our systens.

Comment: Several commenters were concerned that the new
effective date requirenments will not allow the M+C organi zati on
to receive our confirmation of the enrollment before the
effective date, which could in turn increase beneficiary
conf usi on.

Response: Section 1851(f) of the Act clearly outlines the
effective dates of enrollnent in MtC plans. |f an eligible
i ndi vi dual has el ected an M+C pl an, the M-C organi zati on nust

cover the individual beginning on the effective date of coverage,
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even if the organization has not yet received final confirnmation
fromus. An M-C organi zation can take several actions to reduce
t he chance of beneficiary confusion, including verifying Medicare
entitlement before subm ssion of enrollnent data to us. This
shoul d i ncrease the |ikelihood that we will confirmthe

i ndi vidual's enroll nment.

Comment: One conmenter stated that original Mdicare shoul d
pay M+C organi zations for services furnished to individuals for
whom retroacti ve di senroll nents were processed.

Response: |If a retroactive disenrollnent is processed for a
beneficiary, the M+C organi zation in which the beneficiary was
enrol |l ed can always bill for Medicare covered services rendered
to the beneficiary.

Comment: One conmenter stated that the effective date of
coverage for individuals who enroll during an open enroll nment
period (the first day of the first calendar nonth follow ng the
nonth the election is nade) is too rigid, and that del ayed
effective dates should be permtted.

Response: Again, section 501(b) of the BBRA provided for
sone relief in this regard by changing the effective dates for
el ections or changes in election nmade after the 10th day of a
nonth. W also note that we have the authority under
section 1851(f)(4) of the Act to establish effective dates for

i ndi vidual s who neet the condition for special election periods.
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We have provided for prospective effective dates for individuals
el ecting benefits through their enpl oyer group health plans, and
publ i shed this guidance on April 20, 1999 in OPL 99.087. W
provi ded additional guidance on the effective dates of coverage
for other special election periods authorized under 8422.62(b) in
OPLs 99. 098 and 99. 100.

Comment: Two conmenters questioned how M+C or gani zati ons
will be expected to handle multiple transactions, given the new
effective date requirenents.

Response: As stated at 8422.50(b), an individual may not be
enrolled in nore than one MtC plan at any given tine.
Neverthel ess, there are tines when an individual will try to
el ect nore than one plan for the sanme effective date, and it is
not always clear with which plan the individual truly intends to
be enrolled. On August 9, 1999, we issued OPL 99. 100, which
i ncl udes gui delines on what actions an M+C organi zati on nust take
in the event of a nultiple transaction in order to determne with
whi ch M+C pl an the beneficiary should be enrolled.

Comment: One commenter stated that we should establish
performance standards that take into account difficulties that we
and MtC organi zations will have in neeting effective date
requirenents.

Response: W recogni ze that section 1851 of the Act has

resulted in significant changes to the Medi care program and that
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M+-C organi zations need tinme to prepare for the changes. W have
provi ded additional guidance on inplenentation of MC
entitlenment, eligibility, and el ections to M+C organi zati ons

t hrough various OPLs (98.072, 98.073, 99.083, 99.084, 99.087,

99. 098, 99.100, 99.104, 99.105, 99.109, and 2000.113) and a
Novenber 17, 1998 Systens Informational Letter. These letters
outline howto identify the correct effective date, how to
process enrollnments with the new effective dates, how to
transition fromsection 1876 to MtC enrol | nent and di senrol | nent
rul es, and when grandfathered nmenbers nust be disenrolled from
M-C plans. As a result, we believe we have given adequate tine
to nodify operations and systens to inplenent the new WC
program |In addition, we continue to devel op guidelines for MC
organi zati ons on MtC entitlenent, eligibility, and elections to
M+-C organi zations. Any nonitoring of performance will take into
account the tinme MtC organi zati ons have needed to inplenent the
new program

9. Disenrollnent by the MtC Organi zation (8422.74)

The general rule for disenroll nent by the MtC organi zati on
is that an M+C organi zati on may not disenroll an individual from
any MtC plan it offers; or request or encourage (orally or in
witing, or by any action or inaction) an individual to
di senroll. However, 8422.74(b) describes the conditions under

whi ch the M+C organi zation may either be permtted or required to
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di senrol |l an individual. Under 8422.74(b)(1), the M+C
organi zati on may choose to disenroll an individual based on that
individual's (1) failure to pay prem uns, (2) disruptive
behavi or, (3) provision of fraudulent information on his or her
el ection form or (4) having permtted his or her enrollnment card
to be abused. Section 422.74(b)(2) requires the MtC organi zation
to disenroll the individual if the individual no |onger resides
in the MHC plan's service area, the individual |oses entitlenent
to Medicare Part A or Part B benefits, or the individual dies.
The MtC organi zation nust foll ow the procedures specified at
8422.74(c) and (d) when disenrolling an individual. The
procedures to be followed and the consequences of the
di senrol | ment vary dependi ng upon the cause of the disenrollnent.
Comment: One conmenter believes that the 90-day grace
period that nust be afforded to an enroll ee before a
di senrol | ment for nonpaynment of prem umcould be financially
burdensonme in 1999 since ACRs that did not necessarily reflect
these costs were filed before the M+C regul ati ons were publi shed.
Response: W recognize that 1999 was a transition year with
many new requirenents. Wth respect to 2000, however, M-C
organi zations were fully aware of all regulatory requirenents
before filing their ACRs.
Comment: Several commenters believed that the 90-day grace

period for nonpaynment of premuns is too long. Two comenters
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recommended a 30-day grace period rather than the 90-day grace
period. They noted that if an organization has to wait 90 days
before disenrolling an individual, this potentially results in 4
nont hs wi t hout the organi zati on receiving paynent, since
organi zati ons do not send notice to beneficiaries until the
begi nning of the nonth after paynent is due. One commenter
recommended that grace period extend until the |last day of the
third nonth follow ng the date paynment is due

Response: Section 1851(g)(3)(B)(i) of the Act requires us
to provide for a "grace period" before enrollnment can be
term nated for nonpaynent of premuns. |In determining the grace
period, we adopted the grace period that Congress provided for in
section 1836(b)(2) of the Act with respect to a termnation for
nonpaynment of prem uns for Supplenentary Medical |nsurance
Benefits for the Aged and Disabled (that is, Part B). This
results in consistent standards between the M+C program and the
ori gi nal Medi care program

Comment : Several comenters believe that MtC organi zations
shoul d be permitted to allow an enrollee to remain enrolled and
elimnate only optional benefits if a nenber fails to pay
prem uns charged for such optional benefits. Some conmenters
believe that the option to disenroll for nonpaynent of prem uns
inplied that an organi zation could only disenroll the beneficiary

fromthe plan, and could not sinply elimnate the optiona
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benefits. One commenter questioned whether under our rules, it
m ght be necessary to disenroll the individual and re-enroll them
as a "standard option" enrollee to acconplish this.

Response: W agree that providing the MrC organi zations the
option to retain an enrollee while elimnating an optiona
benefit for which premiuns are not paid is a desirable and
appropriate neans of pronoting continuity of care for
beneficiaries. W are adding a provision to 8422.74(d)(1)(iv)
that expressly provides an MtC organi zati on the option to
di sconti nue an optional supplenental benefit for which prem uns
are not paid, while retaining the beneficiary as an M+C enrol | ee.

Such an action would not affect the beneficiary's status as
a menber of the M+C plan, and would not constitute a new
el ection. Therefore, the MtC organi zati on does not have to
formally disenroll and re-enroll the individual when downgradi ng
the nenber's enrollnent to the standard benefit package because
the beneficiary fails to pay the plan prem uns.

Comment: One commenter reconmmended that the M+C
organi zati on should be required to send notice to enroll ees that
prem um paynent is overdue within 10 days, rather than 20 days.
Anot her comment er supported the 20-day tine frane.

Response: Section 1856(b)(2) of the Act provides for the
use of standards established under section 1876 to inplenment

anal ogous provi sions of the MtC statute when those standards are
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consi stent with standards established in the BBA for the MC
program Section 417.460(c)(1)(iii) requires section 1876
contractors to send notices of disenrollnent for nonpaynent of
premuns to the enrollee before it notifies us. In addition,
8417.460(c)(1)(i) requires that the contractor denonstrate to us
that it nade reasonable efforts to collect the unpaid anmount.
Section 422.74(d)(1) of the MtC regul ations carries over both of
these requirenents and clarifies that "reasonable efforts”
i ncl ude sending a notice of nonpaynent to the beneficiary within
20 days after the date the paynent was due. The notice advises
the beneficiary that he or she has 90 days fromthe date of the
notice to provide paynent. W continue to support this policy
and believe that 20 days is a reasonable maximumtine frame
within which to make an effort to collect unpaid prem uns. W
note that an M+C organi zation may notify the individual as soon
as the prem um paynents are past due (that is, send a notice
bef ore 20 days have passed), in which case the 90-day grace
period woul d begin on the day the MtC organi zati on sends the
noti ce.

Comment: One conmenter requested clarification of the
effective date of disenrollnents for nonpaynent of prem umns
foll owi ng the 90-day grace period. The comenter asked that we
clarify for how | ong the organization is obligated to provide

benefits and we will continue to pay capitation.
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Response: The effective date of disenrollnent for
nonpaynment of premuns is the first day of the nonth after the
90-day grace period ends. The M:C organi zati on nmust continue to
provi de benefits and we will continue to pay capitation until the
di senrollment is effective. W clarified this policy in
OPL 99. 100, issued on August 9, 1999. W note that 8422.74(d)(1)
erroneously refers to the possibility of disenrollnment for an
i ndi vidual who fails to pay any "basic or supplenentary
prem uns.” Section 1851(g)(3)(B)(i) of the Act refers to "basic
and suppl enmentary prem uns” and we are revising the regul ati ons
accordi ngly.

Comment: Two conmenters requested clarification regarding
the standards for disenrollnment for disruptive behavior under the
Heal th I nsurance Portability and Accountability Act (H PAA) and
BBA, unsure if the two statutes were in conflict in this area.

Response: For any issues for which there is a perceived
conflict in the disenrollnent standards established under the BBA
(or the BBRA) and those established under H PAA, the BBA
standards (that is, the standards in 8422.74 pursuant to section
1851(e) of the Act) would control for M-C purposes.

Comment: One commenter reconmended that disenrollnents for
fraud and abuse shoul d include other fraudulent activities
related to the delivery of health services, such as visiting

mul ti ple doctors for the purpose of obtaining specific drugs
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and/ or using another enrollee's nenbership card when benefits
have been exhaust ed.

Response: As noted above, section 1856(b)(2) of the Act
provi des for the use of section 1876 standards to inplenent
anal ogous provi sions of the MtC statute when those standards are
consi stent with standards established in the BBA for the MC
program The regul ations in section 1876 of the Act addressing
di senrol Il ments for fraud and abuse at 8417.460(d) have been
| argely adopted in 8422.74(d)(3), which permts disenroll nment of
a beneficiary for providing fraudulent information that affects
eligibility to enroll or for permtting others to use his or her
enrol |l nent card to obtain services. Mnual instructions
i mpl enenting 8417.460(d) further clarified that any abuse
relating to a nenbership card was included as a ground for
di senrol Il ment. Thus, using another nenber's card woul d
constitute grounds for disenrollnent, just as would | oaning
soneone else a card. Wth respect to the cormmenter's ot her
exanpl e about nultiple visits to physicians to obtain drugs, an
M+-C organi zation's utilization review systemshould be able to
identify these abuses.

Comment: One conmenter requested that we add clarification
regardi ng when a disenrollnment is effective in cases of

f raudul ent behavi or.
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Response: Disenrollnment of an individual who has conmitted
fraud or who permts the abuse of his/her enrollnent card is
effective the first day of the cal endar nonth after the nonth in
whi ch the M+C organi zation gives the nenber the witten notice of
hi s/ her term nation.

Comment: One conmenter is concerned that our process for
maki ng di senrol | nent decisions related to disruptive behavior
woul d result in numerous retroactive disenrollnment situations.
The comrenter suggested that we clarify or revise the regul ation
to assure that any effective dates for disenroll nent be
prospective in situations where an individual is being
di senrol l ed for disruptive behavior.

Response: Section 422.74(d)(2)(v) establishes procedures
for our review of an M+C organi zation's proposed di senrol | ment of
an individual for disruptive behavior. Under these procedures,
we review docunmentation submtted by the M+C organi zation within
20 wor ki ng days, and notify the organization within 5 working
days of whether it may disenroll the individual. Section
422.74(d) (2)(vi) then states that if we permt the disenroll nent
for disruptive behavior, the termnation is effective the first
day of the cal endar nonth after the nonth in which the MC
organi zati on gives the individual witten notice of the
di senrol Il ment. Since these procedures do not allow an M+C

organi zation to disenroll an individual for disruptive behavior
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until after we have approved the disenroll nent, we believe the
process provides only for prospective disenrollnments.

Conment: Several comenters believe that 12 nmonths is too
long to wait before disenrolling an individual for being
permanent|ly out of the service area. Many comenters are
concerned that the beneficiary will be able to receive only
urgent and energency care during this tinme, and that 12 nonths is
too |l ong without routine and coordi nated care. They nmade severa
recomendati ons. One commenter recommended that 6 nonths woul d
be reasonable to cover those individuals who live in different
parts of the country during the year, while still naintaining
contact with the primary care physician for preventive care. Two
commenters recomended mai ntai ni ng past policy of disenroll nent
of menbers that nove outside of service area for nore than 90
days, unless the plan has an affiliate. Another commenter also
supported a return to a 3-nonth tine frame. One comenter
requested clarification regarding the requirenents for
di senrol ling menbers from MtC organi zations if they nove
permanent|ly before the 12 nonths have expired. The comenter
believes that if the request to disenroll was witten or other
accept abl e evi dence was presented, the MtC organi zati on nay
di senrol |l the individual fromthe plan.

Response: W nust first clarify that if an M+C organi zati on

determ nes that an individual has pernmanently left the service
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area of the MHC plan, it nust disenroll the individual fromthat
pl an regardl ess of whether 12 nont hs have passed, unless the
i ndi vi dual chooses a continuation of enrollnment option. This is
outlined at 88422.74(b)(2)(i) and 422.74(d)(4). However, we
believe that this point may not be entirely clear in the existing
regul ati ons and thus we are revising 8422.74(d) to specify that
an individual who has "permanently"” noved out of a plan's service
area nust be disenrolled. Note that this disenroll nent
requi renent al so applies to individuals who are enrolled in a
pl an under the expanded seam ess conversion option for fornmer
commercial plan enrollees that is now set forth at
88422.50(a)(3)(ii) and (a)(4). That is, should the individua
change his or her residence, he or she would be treated the sane
as any other enrollee who noves to a residence outside of the
service area.

The 12-nmonth rule set forth under existing 8422.74(d)(4)
establishes the tine limt for how |l ong an individual who has
| eft the service area on a tenporary basis may renmai n a nenber of
the MC plan. That is, an MtC organi zati on nust disenroll an
i ndi vi dual who has not permanently changed his or her address but
has been out of the service area for over 12 nonths.

After considering the comrents on this provision, we agree
that 12 nonths is too long for a beneficiary to have access only

to energency and urgently needed care (based on our operationa
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policy that when a nmenber is out of the service area, the MtC
organi zation is required to cover only energency and urgently
needed care). Therefore, we are further revising 8422.74(d)(4)
to state that the MtC organi zati on nust disenroll an individual
unl ess he or she chooses the continuation option, if the

i ndi vidual |eaves the plan's service area on a nonpernanent basis
for over 6 nonths. This change is within the paraneters of the
previ ous requirenent under section 1876 of the Act which, as
provided in 8417.460(f)(2), allowed an uninterrupted absence from
t he geographic area for nore than 90 days but |ess than 1 year.
However, we believe it is appropriate to extend the tinme frane
from90 days to 6 nonths to acconmpdate the many beneficiaries
who | eave the service area for seasonal periods each year, which
often last nore than 90 days, but rarely nore than 6 nonths.

W note that on August 9, 1999, we issued OPL 99. 100,
specifying that: (1) if an MtC organi zati on receives notice of a
per manent change of address fromthe nenber (or nenber’s | ega
representative) at any tinme, then it nmust disenroll that
i ndividual fromthe plan if that change of address is outside the
M-C pl an's service area unless the nenber chooses the
conti nuation of enrollment option; and (2) if a nmenber |eaves the
service area of the plan, then the MtC organi zati on nust
di senrol |l the nenber if the absence extends beyond 12 nonths

(now, 6 nonths).
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Comment: One conmenter asked whet her an MtC pl an can
provi de out-of-area coverage in excess of that required by
Medi care for only part of the 12-nonth period when a nenber is
out of the M+C plan's service area.

Response: W allow MtC organi zations the flexibility to
devel op prograns to conti nue benefits for those nmenbers who
tenporarily | eave the service area. W have devel oped
operational policies regarding visitor progranms. Again, note
that revised 8422.74(d)(4) requires an MrC organi zation to
di senrol |l an individual, unless he or she chooses the
conti nuation option, if the individual noves out of the plan's
service area, for over 6 nonths.

Comment: One conmenter asked for clarification of the
effective date when an individual is disenrolled for being out of
the area for over 12 nonths.

Response: Consistent with the change in 8422.74(d)(4), the
effective date of disenrollnent if a nmenber is out of the area
and has not informed the M+C organi zation that the nove is
permanent will be the first day of the cal endar nonth after the 6
nont hs has passed, and after appropriate witten notice has been
provided to the nenber. |[|f the MtC organi zation is nmade aware of
a pernmanent nove out of the service area, disenrollnent is

effective the first day of the calendar nonth after the date the
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menber begi ns residing outside of the MHC plan's service area,
and after witten notice has been provided to the nenber.

Comment: One conmenter recomended that 8422.74(d)(7),
whi ch provides for disenroll nent when a plan term nates services
in the area in which the enrollee resides, explicitly states that
disenrollnent is automatic in this case.

Response: The effective date of a disenrollnment based on an
M-C plan term nation or reduction in service area is the date
that the MtC plan termnation is effective, and disenrollnent is
automatic. Beneficiaries would have al ready recei ved advance
notice of such a termnation as part of the nonrenewal
requirenents in 8422.506(a)(2). Accordingly, we have revised
8422.74(d)(7)(ii) to reference the tinme franes in 8422.506(a)(2).

Conment: One conmenter reconmended that notices for
i nvoluntary disenrollnments should be nmailed to individuals
aut hori zed to nmake el ections on behalf of an enrollee as well as
t he enroll ee.

Response: In general, and as indicated by our requirenent
that the beneficiary conplete and sign the M+C enrol I nent form
we believe that an M+C-eli gi bl e individual should personally
conpl ete and sign any election formor disenroll nment request
whenever possible. |If for some reason a beneficiary is unable to
sign the election formand needs a surrogate, we defer to State

| aw on who nmay sign for other persons. Legal representatives of
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such individuals who authorize the election of an individual nust
al so sign the election formand specify their relationship with
the enrollee. 1In instances of involuntary disenrollnent,
notifications of disenrollnment occur before any action is taken,
to ensure that the individual has adequate tinme to review his or
her health care options. Since the |egal representative has
identified hinfherself to the MtC organi zati on, the MC

organi zati on should ensure that both the |egal representative and
the enroll ee subsequently receive, in a tinely manner, any

i nportant information provided by the MtC organi zation related to
the health care decisions of the beneficiary.

Comment: One conmenter is concerned that the tine frames
for our review of an M+C organi zati on's proposed di senrol | nment
for disruptive behavior (20 working days for a determ nation and
t he subsequent 5 days to notify the MtC organi zati on) are too
|l ong. The commenter believes that 5 days is reasonable for us to
make our determ nation.

Response: Again, section 1856(b)(2) of the Act provides for
the use of section 1876 standards to inplenent anal ogous
provi sions of the M-C statute when those standards are consi stent
wi th standards established in the BBA for the MtC program
Regul ati ons at 8417.460(e)(5), which set forth the requirenents
for our review of an HMO s or CW's proposed di senrol |l nent for

cause, addressed this issue. Under 8417.460(e)(5)(ii), we nake
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this decision within 20 worki ng days after receipt of the
docunentation material and notify the HMO or CMP within 5 working
days after making our decision. W see no reason not to retain
this standard under the M+C program and have done so in
8422.74(d)(2)(v)(B). W believe that this period of tine ensures
that we can conduct a thorough review of all docunentation
submtted by the MtC organi zati on and the beneficiary.

Comment: Wth respect to an M+C organi zation term nation of
an enrollee for disruptive behavior, one comenter asked for
clarification of the process. For exanple, the comenter wanted
to know who nekes the determ nation, what appeal rights the
beneficiary has, the tinme frane for a determ nation, and whet her
the beneficiary stays in the plan during the review of a
determ nation. The conmenter also asked if there is a
possibility of coverage days |ost while we are nmaking the
deci si on, and whet her prem unms woul d be refunded if the
beneficiary is disenrolled.

Response: The M-C organi zati on nust nake a serious effort
to resolve the problens presented by the beneficiary, which
i ncludes the use of the M+C organi zation's grievance procedures.
The MtC organi zation nust notify the beneficiary of its intent to
request such a disenrollnent, as well as the beneficiary's rights
under the MtC organi zation's grievance procedures. As described

above, the final decision regarding the determ nation of
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di sruptive behavior is made by us, as provided by
8422.74(d)(2)(v), which outlines our review authority of the M+C
organi zation's proposed disenrollnment. After review ng the
docunent ati on submitted by the M+C organi zati on and any
i nformati on submtted by the beneficiary, we deci de whether the
M+-C organi zati on has nmet the disenrollnment requirenents. Until
the disenrollnent is effective, the beneficiary will continue to
recei ve services fromthe MC organi zati on. Any prem uns or
ot her charges paid for coverage after the effective date woul d be
refunded to the beneficiary; however, the beneficiary would be
liable for the original Medicare cost-sharing and pernitted
bal ance billing in the case of any Medi care covered services
provi ded by the M+C organi zation after the effective date of the
di senrol | nent.

Comment: One conmenter requested clarification regarding
when to send out notices for disenrollnents for cause.

Response: The basic requirenent for notices is provided at
8422.74(c), which states that for any optional or required
di senrol Il ment (other than death or loss of entitlenent), the
organi zati on must give the individual witten notice of the
di senrol Il ment with an expl anation of why the M+C organi zation is
planning to disenroll. The notice nust be mailed to the
i ndi vi dual before subm ssion of the disenrollnment notice to us.

Pl ease note that we have anended 88422.74(c)(1l) and (c)(2) to
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clarify that these notice provisions do not apply for

di senrol Il ments resulting fromplan term nations or reduction of
service or continuation areas, since there are no grievance
rights provided in these situations. The notice requirenents for
plan termnation are outlined in 88422.74(d)(7) and
422.506(a) (2).

Comment: One conmenter noted that 8422.74 only provides the
opportunity for an individual to express a grievance to the MC
organi zation for an enrollnment or disenrollnment decision. The
conmenter believes that we should allow these decisions to be
appeal ed because such deci sions should not be left to the MC
or gani zati on.

Response: W agree with the comenter that decisions to
di senroll for fraud or disruptive behavior should not be |eft
solely to the M+C organi zation, which is why the regul ati ons, at
88422.74(d)(2)(iv) and (3)(iii) provide for our role in these
cases. However, in other cases, we believe that beneficiaries
will be well-protected froma potentially wongful disenroll nment
by the internal grievance procedures of the M+C organi zation. An
M+-C organi zation's decision to disenroll an individual does not
neet the regulatory definition of an organi zati on determ nation
and thus, by definition, is not an issue that is eligible for the
M+-C reconsi deration process.

10. Approval of Marketing Materials and El ection Forns (8422.80)
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Section 1851(h) of the Act outlines the requirenents rel ated
to marketing by MtC organi zations. These provisions are
i mpl emented in 8422.80 of the interimfinal rule. Section
422.80(a) inplenments the requirenents in section 1851(h)(1) that
all marketing material and application forns be subnmtted to us
for approval 45 days before distribution, and that such materials
may be used only if we do not disapprove such use by the end of
the 45-day period. Section 422.80(b) defines the "marketing
mat eri al s" that nust be submtted for approval. W note that we
have made a mnor revision to this regulation to reflect the fact
t hat HCFA does not review newsletters as narketing material. The
reference to newsletters was included in the interimfinal rule
because it appeared in the part 417 regul ati ons governi ng
mar keti ng by section 1876 contractors. In fact, HCFA did not
treat newsletters as narketing materials in the case of section
1876 contractors, and there was no intent in the interimfina
rule to change HCFA's practice on this point. The interimfina
rul e thus should not have included the reference to newsletters,
and we are correcting our error in doing so.

Section 1851(h)(2) of the Act requires that the MC
standards include guidelines for review of marketing materials
and requires that the guidelines provide that the Secretary wll
not approve materials that are inaccurate or msleading. Section

422.80(c) establishes the guidelines for our review of marketing
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materials. Consistent with the provision in section 1856(b)(2)
of the Act for use of existing section 1876 standards, the
guidelines in 8422.80(c) include existing marketing guidelines
for HMOs and CWMPs (from 8417.428), which have been in effect
since the inception of the Medicare risk contract program

Section 1851(h)(3) of the Act provides that if we have not
di sapproved the di ssem nation of marketing materials or forns
with respect to an MtC plan in an area, we are deened not to have
di sapproved the distribution in all other areas covered by the
M+-C pl an and M+C organi zati on except with regard to any portion
of the material or formthat is specific to the particular area.
This "deemed approval " or "one-stop shopping” provision is
i mpl emrented in 8422.80(d).

Section 1851(h)(4) of the Act provides that MC
organi zations shall conformto "fair marketing standards” and
requires that the fair marketing standards prohibit organizations
from providing cash or other nonetary inducenents for enroll nment.
Section 422.80(e) outlines the fair nmarketing standards provided
for under section 1851(h)(4) of the Act, and includes existing
section 1876 standards as provided for in section 1856(b)(2) of
t he Act.

Finally, 8422.80(f) specifies that we may permt MC
organi zations to develop and distribute narketing materials

specifically designed for nenbers of an enpl oyer group who are
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eligible for enployer-sponsored benefits through the M+C

organi zation. Al though these materials nust be submtted for
approval under 8422.80(a), we do not review portions of these
materials that relate only to enployer group benefits, rather
than to M+C pl an benefits.

The public coments that addressed marketing i ssues governed
by 8422.80 are discussed bel ow.

Comment: Two conmenters suggested that we consider
| engt heni ng the revi ew and approval processing tine for marketing
material from 45 days to either 60 or 90 days. The commenters
believe that we need additional tinme to perform adequate review
of marketing material submtted by M+C organi zati ons. Anot her
comment er suggested that the processing tine be reduced to 14
days and the deened approval tine period be 30 days. The
commenter asserted that M+C contractors nust conplete obligations
wi thin 14-30 days; therefore, we should be held to the sane
standard. The comrenter also stated that 45 days for approval of
mar keting material is too long for effective marketing or to
correct msinformation in the press.

Response: As noted above, section 1851(h)(1) of the Act
establishes a 45-day limt for our review and approval of
marketing materials. That is, absent our disapproval of such
materials, the statute permts an MtC organi zation to distribute

marketing materials 45 days after submtting the materials for
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review. Since any materials that are not affirmatively

"di sapproved” are effectively "approved” for distribution, we
recogni ze the inportance of conpleting our review of al
marketing materials within 45 days. Accordingly, we are

eval uating our marketing review procedures to identify ways we
can pronote greater efficiency in the nmarketing review process.
We do not believe that reducing the marketing review and deened
approval periods would allow our staff adequate tinme to ensure
that marketing material is accurate and not msleading to
potential enrollees and beneficiaries.

Comment: Many commenters expressed concern regarding
i nconsi stent review and treatnent of marketing material by our
di fferent regional offices. A few commenters recomended that we
consi der centralized review of marketing material to pronote
greater consistency across the regions and central office.
Several comrenters al so suggested that we require standard
| anguage and at a m ninum 12-point print, in all MC marketing
materi al s.

Response: W understand the concerns of M+C organi zati ons
regardi ng uni form application of marketing review and gui delines.
To address these concerns, we have convened a team of
representatives fromour 10 regional offices and our centra
office that is responsible for addressing nmarketing i ssues which

arise in policy and operationally. W recognize that centralized
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review may pronote nore consistent application of marketing
review policy, and we are currently evaluating the feasibility of
such review. Although we want to provide M+C organi zations with
the flexibility to devel op marketing material that wll
di stingui sh their products and services from other organi zations,
we al so believe that standardi zing MHC nmarketing materials wll
facilitate beneficiary use and choice. Thus, we have taken steps
to standardi ze beneficiary materials. Pursuant to our authority
under 8422.80(c)(1l) to require the use of “a format. . .and.
.standard term nology. . .specified by HCFA * we required MC
organi zations to use a standardi zed Sunmary of Benefits format in
descri bing their 2000 benefits, beginning in the fall of 1999.
This Summary of Benefits provides beneficiaries with infornmation
on MHC plans that is standardized in terns of format, |anguage,
and content. W also plan to identify other beneficiary
notification materials for which standardi zation will be
required. The current marketing guide already directs MC
organi zations to use 12-point print. MC organizations can
obtain the marketing guide fromour website (ww. hcfa. gov).
Comment: One conmenter suggested that we clarify that
docunent s devel oped by pharnacies to conduct pharnmacy conpliance
prograns are not marketing and pronotional materials. Another
comment er reconmended that we clarify that marketing materials

i ntended to pronote the M+C organi zation (distinct fromits
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Medi care contracting function) should not be subject to the
mar ket i ng revi ew process.

Response: To the extent that "pharnmacy conpliance”
docunments are directly related to health care or quality, we do
not review themas marketing nmaterials. On the other hand, if
the "pharmacy conpliance” materials are used to narket the
programin pre-enroll ment marketing materials and advertisenents,
we treat themas nmarketing materials subject to our review and
verification.

We do not review naterials that are directed solely at an
HMO s commerci al popul ati on. However, we believe that any
materials targeted at the Medi care popul ati on, and designed to
i nform beneficiaries about benefits, or encourage beneficiaries
to enroll or remain enrolled, should be subject to our review on
their behalf. Thus, we are retaining the provision under
8422.80(b) (1) that calls for review of materials that "pronote
t he M+C organi zation."

Comment: A few commenters, particularly those providing
services in rural areas, urged that we require MC organi zations
to include a |list of subcontracted providers in their pre-
enrol |l ment marketing material. Ohers suggested that we require
organi zations to include a |ist of participating providers in

their marketing materials.
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Response: W understand that provider directories are
general ly avail able at sal es presentations or when a beneficiary

visits the MHC organi zation. Thus, we do not think it is
necessary or appropriate to mandate that an M+C organi zati on
identify subcontractors or furnish provider directories in
general marketing naterials or sales kits. W note that
8422.80(c) (1) directs MtC organi zations to provi de Medicare
beneficiaries interested in enrolling in an MtC plan with a
witten description of plan rules (including any limtations on
the providers fromwhom servi ces can be obtained), procedures,
basi c benefits and services, and fees and other charges. MC
organi zations also nust neet the detailed disclosure requirenents
outlined in 8422.111, which include inform ng enrollees of the
"nunber, mx, and distribution (addresses)" of avail able
providers. W believe that these requirenments adequately address
beneficiary information needs.

Comment: Several commenters requested that we define
"significant non-English speaking population.” One comrenter
recommended that 5 percent of the Medicare-eligible population be
the standard, while another recommended a standard of 25 percent.

Response: Section 422.80(c)(5) of the interimfina
regul ation requires, for markets with a significant non-English
speaki ng popul ati on, that MC organi zations provi de marketing

materials in the | anguage of these individuals. The term
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"significant” can refer to either the nunber or percentage of the
af fected population. W note that the Ofice for GCvil Rights
within the Departnent of Health and Human Services is responsible
for inplenenting standards and provi di ng gui dance concerning the
obl i gations of Federal fund recipients (such as MC

organi zations) to provide | anguage assi stance to individuals who
have limted English proficiency. As nore information becones
avai l able to HCFA, we will provide further guidance on M+C

organi zations' responsibility in this regard.

Comment: Sone commenters asked that we clarify the role of
physicians in the marketing of M+C products to their patients.
The comrenters al so requested further guidance regardi ng whet her
physi cians are all owed to counsel patients about their health
i nsurance choices. Commenters both supported and opposed
al | owi ng physicians to advise potential enrollees and
benefici ari es about M+C pl an opti ons.

Response: W agree that the role of physicians should be
clarified. Accordingly, we are anmendi ng the standards for
marketing to add a new 8422.80(e)(1)(vi) that perm ts provider
groups and i ndividual providers to distribute health plan
brochures (exclusive of applications) at a health fair or in
their own offices. Physicians may di scuss, in response to an
i ndi vidual patient's inquiry, the various benefits in different

health plans. Wile this discussion is entirely appropriate
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within the doctor-patient rel ationship, MtC organizations nmay not
use provi ders/provider groups to distribute printed infornmation
conmparing the benefits of different health plans, unless the

mat eri al s have the concurrence of all organizations involved and
have received prior approval fromus. Physicians and ot her

provi ders may not accept plan applications. W also are adding a
new 8422.80(e)(1)(vii) that prohibits MC organization
representatives fromaccepting applications in provider offices
or other places where health care is delivered.

Conment: One conmenter recommended that we revise
8422.80(c)(4) to reflect a statutory reference in section
1851(h)(2) of the Act to marketing nmaterial that is "materially
i naccurate or msleading or...nmakes a materi al
m srepresentation.” The comrenter believed that the om ssion of
the term"nmaterial" creates a nore stringent standard of review
than that intended by Congress.

Response: W concur with this recomendation. As noted,
section 1851(h)(2) states that "the Secretary shal
di sapprove...such nmaterial or formif the nmaterial or formis
materially inaccurate or m sl eading or otherwi se nakes a nateri al
m srepresentation.” Therefore, we are nodifying 8422.80(c)(4) to
read as follows: "In reviewing marketing nmaterial or election
forms under paragraph (a) of this section, HCFA determ nes that

the marketing materials: ....(4) are not materially inaccurate
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or m sleading or otherwi se nake material m srepresentations.”
This | anguage is nore consistent with the standard outlined in
the statute, and we believe it can help avoid delays in the
review and approval of marketing materials for immaterial or
irrel evant errors.

Comment: Commenters al so requested further gui dance
regarding the permssibility of offering "val ue-added services”
to beneficiaries.

Response: |In general, "val ue-added itens and services”
(VAIS) are itens or services offered to beneficiaries by an MtC
organi zation that do not neet the definition of a benefit as
stated in 8422.2; that is, benefits are health care services for
whi ch the M+C organi zation incurs a cost under the MtC pl an that
are submtted and approved through the ACR process. Exanpl es of
VAI'S may include but are not limted to discounts in
restaurants, stores, entertainnment, or travel; they could
al so include discounts on health club nmenbershi ps and on
i nsurance policy prem ums.

Because VAI'S do not constitute a benefit under the MtC
program neither the actual costs of the VAI'S nor associ ated
adm ni strative costs may appear in the ACR, nor are they subject
to the Medicare appeal s process. Nonethel ess, VAIS may be of

value to sone enrollees, and we do not wish to deprive M+C
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enrol |l ees of access to itens and services comonly avail abl e
to commercial enrollees. Therefore, MtC organi zations may
offer VAIS to Medicare enroll ees, but materials describing
VAI'S nmust clearly distinguish between VAIS and MtC benefits,
including clarifying that VAIS are not subject to the MtC appea
procedures. VAIS may not appear in the Beneficiary Infornmation
Formor the Plan Benefit Package. Further, VAI'S may not be
descri bed in Medi care Conpare, the Medicare and You handbook, or
the Standardi zed Sunmary of Benefits. W will provide further

gui dance regarding VAIS in a forthcom ng OPL

Comment: One conmenter inquired if the prohibition of
nonetary rebates to induce enrollnent applies to the distribution
of coupons.

Response: Cash or nonetary rebates, including coupons that
have nore than a nom nal cash value (if converted to cash) are
prohi bited under 8422.80(e)(1)(i). This prohibition does not
apply to itens of nominal value ($10 or less). The coupons, or
t he conbi ned val ue of the coupons, nust not exceed the nom na
val ue standard. Coupons that offer discounts on prem uns or
copaynents are not permtted, because they would violate the
“uni form prem unm provisions of the statute, as outlined

in 8422.304. |If coupons are for VAIS in excess of nom nal val ue,
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they cannot be distributed or advertised pre-enroll nent.
However, these coupons may be used after enroll nent.

Comment: Comrenters objected to the fact that the
regul ations are silent regarding the consequences if an MtC
organi zation viol ates the marketing standards. Two comrenters
recommended that we begin retrospective review of marketing
materials, and pull the advertising canpaign for those found to
be egregiously inaccurate. Simlarly, another comrenter
suggested that we nonrenew or term nate contracts with
organi zations that are substantially out of conpliance with the
mar ket i ng regul ati ons.

Response: W recognize that marketing nmaterial distributed
by MtC organi zati ons nust be accurate and not msleading to
potential enrollees, and that MtC organi zati ons shoul d be subject
to sanction for a substantial failure to conply with marketing
rules. W accordingly are adding a new 8422.510(a)(12) to
specify that a substantial failure to conply with marketing
guidelines is a ground for term nation, and thus also a ground
for nonrenewal or intermnmedi ate sanction (consistent with
88422.506(b) (1) (iii) and 422.572(b)).

Comment: Several commenters requested that we provide
addi ti onal gui dance regardi ng the docunentation necessary to
denonstrate that marketing resources are allocated for marketing

to both the disabled and beneficiaries age 65 and over.
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Response: Section 422.80(e)(2)(i) requires MC
organi zations to denonstrate to our satisfaction that marketing
resources are allocated to marketing to the di sabl ed Medicare
popul ation as well as beneficiaries age 65 and over. W plan to
i ssue further guidance on this issue but, until then, we expect
organi zations to adopt their own procedures to inplenment these
provisions. As a starting point, organizations nmay consider
devel oping a formal nmarketing strategy that considers the needs
of persons with disabilities and consulting with disability
advocacy groups and outreach progranms. W expect MC
organi zations to avoi d devel oping plans that could di scourage the
enrol | ment of persons with disabilities through the inposition of
unusual |y large cost-sharing requirenents for itens and services
frequently used by the disabled. M+C organizations are al so
expected to nmake their marketing materials accessible to persons
with disabilities (including, for exanple, through use of
alternative formats), and to establish nmechani sns for making
their marketing sessions accessible to the disabled Medicare
popul ati on. Also, as discussed further in section Il.C of this
preanbl e, MtC organi zations nmust conply with other applicable
Federal statutes, including the Anericans with Disabilities Act.
Comment: One conmenter recommended that we revise or delete
t he headi ng "Enpl oyer G oup Retiree Marketing" in 8422.80(f) to

reflect marketing to Medicare-eligible enployees of the enpl oyer.
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Response: W believe that "Enployer G oup Retiree
Mar keting" is an appropriate heading. This provision addresses
only marketing materials geared toward retirees of an enpl oyer
group that reflect non-Mdicare benefits offered to group nenbers
by that enployer. These retirees generally would include
i ndi vi dual s who have retired based on a disability rather than
age. Thus, a reference to “retirees” is not necessarily limted
to the over-65 Medicare market. Mdreover, this provision in no
way limts an MrC s obligation to market to both di sabled and
over-65 beneficiaries, both in a retiree group and ot herw se.

Comment: Sone commenters requested further clarification
regardi ng the review of marketing material devel oped by enpl oyers
for purposes of enployer group marketing. One comenter inquired
whet her we will definitely permit MC organi zations to devel op
mar keting materials for enployer groups. Presently, 8422.80(f)
states that we "may" permt M-C organizations to devel op
mar keting materials for enployer groups.

Response: Although we will not review all the specific
benefits offered by the enployer group, we will review those
itens that fall within the disclosure requirenents of 8422.111.
Further, we agree that the wording of 8422.80(f) may be uncl ear;
thus we are revising the regulation to: (1) specify that MC
organi zations are permtted to devel op marketing naterials for

enpl oyer groups; and (2) clarify that we will not review those
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portions of such marketing materials that relate solely to
enpl oyer group benefits.

Comment: One conmenter questioned whether it is appropriate
to allow the term"senior"” or the nunber "65" to appear in the
nane of an M+C plan. The commenter stated that including these
ternms coul d di scourage sonme beneficiaries fromenrolling in a
particul ar M-C pl an.

Response: W recognize that certain plan nanes nay
di scourage enrol |l ment by di sabl ed beneficiaries. Accordingly,
pursuant to our authority under section 1851(h)(4) of the Act to
establish marketi ng standards, we have added a new
8422.80(e)(1)(viii) that will prohibit MC plan nanes that
suggest that a plan is available only to Medicare beneficiaries
age 65 or over, rather than to all beneficiaries. This
prohi bition generally bars plan nanes involving terns such as
"seniors," "65+ " etc. In fairness to MtC organi zations with an
exi sting investnent in a plan nane, we are "grandfathering"
exi sting M+C pl an nanes, that is, plan nanes established before
this final rule takes effect.

Conment: One conmenter believes that tax dollars shoul d not
be spent on insurance counseling and assi stance prograns, such as
State Health I nsurance Assistance (SHI P) or Infornation

Counsel i ng and Assistance (I CA) prograns. |In the comenter's
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view, there are | ess expensive and better alternatives, such as
| i censed i nsurance agents. The comrenter asserted that the
i censure of these individuals assures public accountability, and
that the insurance professional is the best alternative for
provi di ng consuner informati on and experti se about the new M+C
options. On the other hand, several comenters recomrended t hat
we not permt independent nmarketing agents to sell MC products
to potential enrollees.

Response: W believe that SH Ps and | CA prograns are
val uabl e, objective, and necessary resources for Medicare
beneficiaries. These prograns provide one-on-one counseling to
beneficiaries on many conplicated i nsurance issues and provide
essential links to other inportant services and prograns
avail able to beneficiaries. SH Ps provide a service through a
network of 10,000 trained volunteers. |In addition, these
prograns effectively network with other key partners such as
i nsurance carriers, departnents of social services, and |ega
service agencies. SH Ps are able to provide assistance rel ated
to a broad spectrum of Medicare issues, and are required to
conduct their prograns with inpartiality and confidentiality.
Whil e we strongly support these prograns, which have been
extrenely val uable in educating beneficiaries on the new M+C

provisions, we will continue to explore additional informtion
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mechani sms to ensure that beneficiaries receive information in
the nost efficient and effective manner.

W recogni ze that independent insurance agents may be able
to provide a necessary service to Medicare beneficiaries who are
considering enrolling in the MtC program In the past, our
position has been to strongly discourage, but not prohibit,

Medi care managed care organi zati ons from enpl oyi ng i ndependent

i nsurance agents to sell their products. Recently, we have
engaged in extensive consultations on this issue with the DHHS
Ofice of the Inspector General, and we intend to issue gui dance
to M+C organi zations in the near future regarding the paraneters
for the participation of independent agents in marketing MtC

pl ans.



